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1 |2660| AR- |Glenmark Calle 9 No 593, Parque * Thudc san xudt v trung: chira hoat chat doc t& bao/kim t€ bao EU-GMP |sukls256354 State Institute for Drug  |Gia han hiéu lyc gidy chirng nhan EU-GMP dén
011 [Generics S.A. Industrial (B1629MAX) - Thudc tiém thé tich nhd /2021 Control- Czech Republic |31/12/2024 theo chinh séch gia han ctia EMA (Théng
Pilar, Buenos Aires, - Thuéc déng khé pha tiém ~ < bdo EMA ngay 07/12/2023) va Théng tu 12/2022/TT-
Argentina hodc Calle 9 No |* Ddng géi: Déng géi thir cap. S S BYT.
& &
593, Parque Industrial * Kiém tra chat lugng: Vi sinh (V6 trung; khéng vé trung), Héa hoc/vat ly s‘ ‘.\_'.‘
Pilar, Provincia de Buenos N =
~ =
Aires, Republica
Argentina.
2 2923 | BE- [Janssen Turnhoutseweg 30, * Thudc vo trung: EU-GMP |BE/GMP/20 Federal Agency for Dinh chinh pham vi déng géi thit cap theo ding ndi
002 [Pharmaceutica Beerse, 2340 (hodc B- + Thu8c san xuat vé trung: 23/058 Medicines and Health dung gidy ching nhan GMP.
(Cach ghi khéc: 2340), Belgium - Dung dich thudc tiém thé tich nho; hdn dich thudc tiém thé tich nhé; dung dich thudc nho mat. Products (FAMHP),
Janssen - Dugc chat vé trung: Paliperidone Palmitate. Belgium
Pharmaceutica +Xudt xuwdng 16. a 9
NV) * Thuéc khong vo trung: Thudc 1dng dung ngoai (dung dich, hdn dich); thudc 1dng udng (dung dich, siro, hén dich); thudc ban rén (kem, m&); miéng dan qua da. 2, 2,
+ Xudt xudng 16. 9, 8,
* Déng goi: i b=y
+Ddng gdi so cap: Thudc 1dng diing ngoai; thudc 1ong udng; thubc ban rén; miéng dén qua da.
+Dong goi thir cap.
* Kiém tra chat lwgng: Vi sinh (v6 trung va khong vé trung); VAt ly/héa hoc; Sinh hoc.
3 1790 | CH- [Novartis Pharma |Novartis Pharma Stein AG * ThuBc khdng vé trung: vién nang clrng; vién nang cirng chira bot hit (bao gém ca chat cé hoat tinh cao); vién nén; vién nén bao phim; hé diéu tri qua da. Tuong [GMP-CH- Swiss Agency for Gia han hiéu lyc gidy chirng nhan EU-GMP dén
002 |Stein AG Novartis Technical * Péng goi, xudt xudng: cc dang thudc trén, bao gom ca vién nang mém. duong EU- 1002597 Therapeutic Products 31/12/2024 theo chinh séch gia han clia EMA (Théng
Operations Schweiz, Stein GMP - < |(swissmedic) bao EMA ngay 07/12/2023) va Théng tu 12/2022/TT-
Solids, Schaffhauserstrasse, N I~
Q Q BYT.
4332 Stein, Switzerland g E
(* Céch viét khac: 7 <
~ <
Schaffhauserstrasse, 4332 - ™
(hodc CH-4332) Stein,
Switzerland)
4 | 2117 | CH- |Vifor Rechenstrasse 37,9014  |* Thu8c khéng vé trung: Twong |GMP-CH- Swiss Agency for B4 sung pham vi "Xuét xwdng thudc vo trung" theo gidy
013 [(International) Inc |St. Gallen, Switzerland + Céc dang bao ché rén. duong EU- (1001855 Therapeutic Products xac nhan clia co quan quan Iy cé thdm quyén
+ Xuat xudng 16. GMP - o (Swissmedic) Swissmedic.
* Ddng goi: 8 I
& &
+Déng géi so cap: cac dang thudc khéng vé trung trén. g‘ 2‘
+Dong géi thir cap. = &
* Kiém soat chat lugng: Vi sinh (thudc khdng vo trung); héa hoc/vat ly
* Xuat xudng thudc khéng vo trung.
* Xuat xudng |6 thude vo trung
5 2670 | CN- [AstraZeneca No 2 HuangShan Road, Thu8c khong vé trung: vién nén; vién nang clng (dong goi cap 2). PIC/S- |MI-2019-CE- Therapeutic Goods B6 sung céch ghi dia chi theo thu xac nhan cila MHRA.
003 [Pharmaceutical Wauxi Jiangsu 214028, GMP 11727-1 ] & |Administration (TGA),
Company Ltd Peoples Republic of China (twong 8' 8' Australia
(Céch ghi khac: No 2 duong EU- 8 =)
Huangshan Road, Wuxi, GMP) 5 <
Jiangsu, China)
6 | 917 | CN- [Shijiazhuang No. |No. 288 Zhujiang Road, High-| Workshop 103: WHO-GMP [HE20190014 Hebei Drug Cap nhat cach ghi dja chi clia co s& san xudt va diéu
015 |4 Pharmaceutical |tech industrial development (* Thygc v tring: dung dich tiém truyén thé tich Ion. Administration, China | chinh tiéu chun GMP cla co s& san xudt thanh WHO-
Co., Ltd. zone, Shijiazhuang, China GMP theo xac nhan clia co quan quan ly dugc s tai.
(Cach ghi dia chi cap nhat: Q b4
No. 518 Huaian East Road, 8' 8'
High-Tech Industrial By S
Development Zone, g' g'
Shijiazhuang, China)
7 | 2533 | DE- |LTSLohmann Lohmannstr. 2, 56626 * Thudc khdng vé trung: EU-GMP [DE_RP_01_ Co quan tham quyén B& sung cac pham vi Xuat xwdng 16, Dong goi so cap,
025 |Therapie - Andernach, Germany - Thudc khung thdm; miéng dan ngoai da chira hodc-mén va cac GMP_2022_ Blrc Déng goi thir cap va Kiém tra chat lwgng theo ding gidy
Systeme AG chat c6 hoat tinh hodc-mén. 0029 ] 0 chitng nhan GMP d3 cap.
- Xudt xudng thudc khong vé triing 2, 2,
* Péng gdi so cap: thudc khung thdm; miéng dén ngoai da chira g, 3,
2 a A 4 P 2 " - a o) ]
hodc-médn va cac chat cé hoat tinh hodc-mén. =] -
Doéng géi thir cap;
* Kiém tra chat lwgng: Héa hoc/Vat IV.
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2125

Lindopharm
GmbH

Lindopharm GmbH
Neustrasse (hodc
NeustraBe) 82 40721
Hilden, Germany

* Thudc khong vo trung: Vién nén chita chat cé hoat tinh hormon; thudc khong vé trung khéc (thudc bot; thudc cdm).
* Xuat xudng.

* Ddng goi :

+Dong goi so cap: Vién nén; thudc khdng vo trung khéc (thudc bét; thudc cdm)

+Dong géi thir cap.

* Kiém tra chét lugng

EU-GMP

DE_NW_03_
GMP_2022_
0017

11-03-2022

31-12-2024

Co quan thdm quyén
Birc

Gia han hiéu lyc gidy chirng nhan EU-GMP dén
31/12/2024 theo chinh séch gia han clia EMA (Théng
béo EMA ngay 07/12/2023) va Théng tu 12/2022/TT-
BYT.

2817

Artesan Pharma
GmbH & Co. KG

Wendlandstrape 1, 29439
Luchow, Germany

* Thudc khdng vo triing: Vién nang clng, vién nang mém, vién nhai, thudc bot, thudc cdm, thudc ban rén, vién nén, vién nén bao duong.
* Thudc dugc liéu, san pham vi lwgng dong can

* Xuat xudng: thudc v trung va cac dang thudc khdng vé trung néu trén.

* Péng goi th cap.

* Kiém tra chat lwgng: vi sinh (thudc khéng vé trung); héa hoc/vat ly

EU-GMP

DE_NI_03_G
MP_2022_0
018

22-12-2022

15-09-2025

Co quan thdm quyén
Birc

Lam r& pham vi "vién nén bao duong" theo SMF.

10

2054

054

Ferring GmbH

Wittland 11, 24109 (hodc
D-24109) Kiel, Germany

* Thudc vo trung:

+ Thu8c san xuat vé trung chira hormon hodc cac hoat chat cé hoat tinh hormon: thuéc déng khd; dung dich thé tich nhé; cac thudc vé trung khac dang vi nang.

+ Thudc tiét trung cudi: dung dich thé tich nhd.
+ Xudt xudng.
* Thudc khong vo trung chira hormon hoc céc hoat chat cé hoat tinh hormon:
+ Thuéc udng dang 16ng.
+ Xuat xudng.
* Thudc sinh hoc: thudc tir ngudi (thudc ddng khd san xuat vé trung); cac san pham st dung cdng nghé gen (thudc déng khd san xudt vé trung).
* Péng goi: déng goi thi cap.
* Kiém soat chat lwgng: vi sinh, héa hoc/vat ly, sinh hoc
* Viéc soi va déng géi thir cp thurc hién tai Wittland 2, bdo quan tai Wittland 4-6.

EU-GMP

DE_SH_01_
GMP_2021_
0038

20-12-2021

10-09-2024

Co quan tham quyén
Birc

Gia han hiéu lyc gidy chirng nhan EU-GMP dén
31/12/2024 theo chinh séch gia han ctia EMA (Théng
bao EMA ngay 07/12/2023) va Théng tu 12/2022/TT-
BYT.

11

1848

Fresenius Kabi
Deutschland
GmbH

Freseniusstrasse (hodc
FreseniusstraRe) 1, 61169
Friedberg, Germany

* Thudc vé trung:
+ Thuéc tiét trung cudi: Dung dich thé tich 1¢n; dung dich thé tich nhé.
+ Xuat xudng thudc vé trung.
* Péng goi: déng goi thir cap.
* Kiém tra chat lwgng: vi sinh (vd triing, khong vo tring); Héa hoc/Vat Iy; Sinh hoc.

EU-GMP

DE_HE_01_
GMP_2021_
0138

22-12-2021

31-12-2024

Co quan tham quyén
Bilrc

Gia han hiéu lyc gidy chirng nhan EU-GMP dén
31/12/2024 theo chinh séch gia han cGia EMA (Théng
bdo EMA ngay 07/12/2023) va Thong tw 12/2022/TT-
BYT.

12

2127

104

A. Nattermann &
Cie. GmbH

Nattermannallee 1, 50829
Koéln, Germany

(cdch ghi khac:
Nattermannallee 1, 50829
Cologne, Germany)

* Thudc khdng vo trung: Vién nang cirng; thudc udng dang ldng; thudc dung ngoai dang 16ng; thudc bdt; thudc cdm; thudc dang keo (pastilles); thudc dang ban
rn; vién nén; vién nén bao phim; vién nén bao dudng; vién nén sdi bot.
* Xuat xudng thudc khéng vo trung.
* Thudc duoc lidu.
* Ddng goi:
+Déng goi so cap: chi déng gai so cap thudc dang ban ran.
+Dong goi thir cap: bao gdm hoat ddng déng goi, dan nhan, xudt xuédng 16.
* Kiém tra chét luong:
+ Vi sinh: Khong vé trung.
+Hda hoc/Vat Iv.

EU-GMP

DE_NW_04_
GMP_2021_
0052

11-10-2021

31-12-2023

Co quan thdm quyén
Blrc

B6 sung céch ghi khac cla dia chi co s& theo cach phién
am tir tiéng Dirc sang ti€éng Anh

13

3199

001

PharmaEstica
Manufacturing OU

Vanapere tee 3, Pringi
kula, Viimsi vald, Harju
maakond 74011, Estonia

* Thudc khdng vé trung:
+ Vién nén sti bot.
+ Xudt xudng vién nén sui bot.
* Ddng goi:
+Déng géi so cap: vién nén sli bot.
+Dong géi thir cap.
* Kiém tra chét lugng.

EU-GMP

IV-16/23/5

22-05-2023

10-02-2026

Estonian State Agency
of Medicines, Estonia

Dinh chinh tén co s& theo dling Gidy chirng nhan GMP.

14

3281

065

Industrias
Farmacéuticas
Almirall SA

Ctra. de Martorell 41-61
08740 Sant Andreu de la
Barca, Barcelona, Spain

* Thudc vé trung: xuat xudng 16.
* Thudc khong vo trung:
+Vién nang cing, thudc udng dang 1dng, thudc dung ngoai dang 1ng, cac dang bao ché rin khéc, cac dang bao ché c6 ép luc, thudc ban rén, vién nén.
+ Xuét xudng 16.
* Thudc sinh hoc: xudt xwéng 16 ché pham cong nghé sinh hoc.
* Déng goi:
+Dong gbi so' cap: Vién nang cling, thuc udng dang Idng, thudc dung ngoai dang 1ng, cac dang bao ché rin khéc, cac dang bao ché cé 4p luc, thudc ban ran,
vién nén.
+Dong goi thir cap.
* Kiém tra chat lwgng: hda hoc/vat ly, vi sinh vat (khong vé tring).

EU-GMP

NCF/2415/0
01/CAT

26-03-2024

10-10-2026

Ministry of Health of
Government of
Catalonia, Spain

Lam rd pham vi vién nén bao phim theo CPP san phdm
do Céng ty cung cap.

15

2137

n

00!

G

Orion Oyj / Orion
Corporation /
Orion Pharma

Volttikatu 8, Kuopio,
70700, Finland

* Thudc khong vo triing: Thudc dung ngoai dang l6ng (bao gdm ca san pham cé hoat tinh cao, trir hormon sinh duc) (dung dich dung ngoai, nhé mii, xit mdii, rira
miii, nho tai, rlra tai, thudc x8); Thuéc udng dang 1dng (bao gdm ca san pham cé hoat tinh cao) (thudc nhé giot, thudc udng dang l6ng chira sulfonamides).
* Xuat xuwdng thudc khéng vo trung.
* Déng goi:
+Dong géi so cap: Thudc udng dang ldng; Thuc dung ngoai dang long.
+Dong géi thir cap.

EU-GMP

FIMEA/2021
/006492

22-03-2022

31-12-2024

Finnish Medicines
Agency (FIMEA)

Gia han hiéu lyc gidy chirng nhan EU-GMP dén
31/12/2024 theo chinh séch gia han ctia EMA (Théng
bao EMA ngay 07/12/2023) va Thong tu 12/2022/TT-
BYT.

Danh séch co s& duwgc Pigu chinh ndi dung da cong bd

Trang 2/ 10

Dot 41




& & & Ay | NGAY
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cr XUAT ; & : TACGMP| NHAN | CAP | .o Q .
16 | 3284 | FR- [Ethypharm Zl de Saint Arnoult, * Thudc khong vo trung: Vién nang cirng; Vién nén, vién nén bao phim; Thudc bot, thudc com. EU-GMP |2024_HPF_F French National Agency |Dinh chinh théng tin ngay hiéu luc tir 18/3/2024 thanh
019 Chateauneuf En Thymerais, |* xu3t xuéng thudc khéng v trung. R_035 for Medicine and Health |16/11/2026 va ngay cdp tir 16/11/2026 thanh
a iém tra chat lugng: Vi sin 6ng vo trung); Héa hoc / Vat ly. roducts Safety theo dung gidy chirng nhan X
28170, France (Cach ghi | kg hat| Vi sinh (kh Hoa hoc / Vat| Products Safety (ANSM) |18/03/2024 theo d hirng nhan GMP
khac: Zone Industrielle < | o
de Saint-Arnoult, S S
Chateauneuf en Thymerais, 2 ﬁ
28170, France hodc Z.I. de g S
Saint-Arnoult, 28 170 - -
Chateauneuf-en Thymerais,
France)
17 | 2682 | FR- |Pharma Zone Industrielle, chemin [* Thudc khong vé triing: thudc diing ngoai dang 1dng; thudc udng dang 1ng; thuéc dang bén rén (kem, gel, m&). EU-GMP |2022_HPF_F French National Agency |Gia han hiéu lyc gidy ching nhan EU-GMP dén
021 |Developpement |de Marcy, Corbigny, * Thudc duoc lidu. R_102 for Medicines and 31/12/2024 theo chinh séch gia han ctia EMA (Théng
58800, France 9 S, |Health Products Safety |bdo EMA ngay 07/12/2023) va Thong tu 12/2022/TT-
(* Cach ghi khac: Chemin & & |(aNsm) BYT.
de Marcy, Corbigny, S ﬁ
58800, France) S =
18 | 2465 | FR- |Sanofi Winthrop (180 rue Jean Jaurés, * Thudc vo trung: EU-GMP |2022_HPF_F National Agency for the |Gia han hiéu lyc gidy ching nhan EU-GMP dén
056 |Industrie Maisons-Alfort, 94700, + Thudc san xuat vé triing: Thudc déng khd; dung dich thé tich nho. R_141 Safety of Medicine and  [31/12/2024 theo chinh sach gia han ctia EMA (Théng
Céch viét khac:  |France + Xuat xuwdng 16 N} < |Health Products bdo EMA ngay 07/12/2023) va Théng tu 12/2022/TT-
N &
Sanofi Winthrop  |(Céch viét khac: 180 rue | * Thudc sinh hoc: 2, 2, (ANSM), France BYT.
Industrie - Jean Jaurés, 94702 + Thuéc chiét xudt c6 ngudn gdc tir ngudi hodc dong vat. g, ﬁ
Maisons Alfort) Maisons-Alfort Cedex, + Xuit xudng 16 @ =
France) * Péng goi cap 2.
* Kiém tra chat lugng.
19 | 2835| FR- |HauptPharma(* [1Rue Comte De Sinard, |* Thudc vé trung: EU-GMP |2023_HPF_F French National Agency |Diéu chinh cach ghi khéc clia Co s& san xuat do co s& da
083 |Céch ghi khac: Livron-Sur-Drome, 26250, | + Thudc san xuat vo trung: Dung dich thé tich nhé. R_125 for Medicines and dugc cong b8 cach ghi khac tai dot 17.
Haupt Pharma France + Thudc tiét trung cudi: Dung dich thé tich nhé. Health Products
Livron SAS hodc * Xudt xwdng thudc vé trung. Safety (ANSM)
Haupt Pharma * Thudc khong vo trung: Thudc dét. - ©
Livron) * Xuat xudng thudc khong vo trung. S S
. o Sib s & &
* Thudc sinh hoc: San pham téch chiét tir ngudi hodc dong vat. 8& 8‘
* Xuat xudng thudc sinh hoc: San pham tach chiét tir ngudi hodc m‘ 8'
dong vat.
* Péng goi so cdp: Thudc dat.
* Péng goi thir cap.
* Kiém tra chat lwgng: Vi sinh (vd trung, khéng vé trung); Héa
hoc/Vat IV: Sinh hoc (néi déc t8 vi khudn)
20 | 2008 | FR- |Valdepharm Parc Industriel * Thudc vé trung: EU-GMP |2022_HPF_F French National Agency |Gia han hiéu lyc gidy chitng nhan EU-GMP dén
088 d'Incarville, Parc de la + Thuéc san xuat vd trung: thudc déng kho (bao gdm ca san pham chira héc mén), dung dich thé tich nhé (bao gém ca sn phdm chira héc mén) R_007 for Medicines and 31/12/2024 theo chinh séch gia han cia EMA (Théng
Fringale-CS 10606, Val de [+ Thudc tiét triing cudi: dung dich thé tich nhé (bao gém ca san pham chira héc mén) Health Products Safety [bdo EMA ngay 07/12/2023) va Théng tw 12/2022/TT-
Reuil Cedex, 27106, * Thudc sinh hoc: san phdm mién dich . < |(ANSM) BYT.
France * Xudt xudng 16 thudc vo trung va thudc sinh hoc (san pham mién dich) § §
(Cach ghi khéc: * Péng goi cap 2 8‘ &
Parc Industriel * Kiém tra chat lwgng: Vat ly, héa ly, vi sinh (thudc vé trung/thudc khong vé trung) :‘ g‘
d'Incarville, Parc de la
Fringale-CS 10606, 27106
Val de Reuil Cedex,
France)
21 | 1859 | GR- [Rontis Hellas P.0. BOX 3012 Larisa * Thudc khdng vé trung: EU-GMP |107887/30- National Organization Gia han hiéu lyc gidy chirng nhan EU-GMP dén
009 [Medical and Industrial Area, Larisa, + Vién nang cirng; vién nén; vién nén bao phim. 11-2021 for Medicines (EOF), 31/12/2024 theo chinh séch gia han ctia EMA (Théng
Pharmaceutical {41004, Greece + Chirng nhan 18 - < |Greece bao EMA ngay 07/12/2023) va Théng tu 12/2022/TT-
Products S.A. * Péng goi: g 9 BYT.
& &
+Dong géi cdp 1: Vién nang cirng; vién nén; vién nén bao phim. ﬁ' ﬁ'
+D?nggéicaip2: 9" ;‘:
*Kiém tra chét lugng
+ Vi sinh: khéng vo trung
+Vat ly/Héa hoc
22 | 1933 | GR- |Pharmathen SA Dervenakion 6, Pallini * Thudc vo trung: EU-GMP |141425/21- National Organization Gia han hiéu lyc gidy chirng nhan EU-GMP dén
012 Attiki, 15351 Greece +Thudc sdn xuat v trung: dung dich thé tich I&n, dung dich thé tich nhd 12-2021 for Medicines (EOF), 31/12/2024 theo chinh séch gia han clia EMA (Théng
(hodc 6 Dervenakion + Thudc tiét trung cudi: dung dich thé tich I1&n, dung dich thé tich nhd ] S, |Greece bao EMA ngay 07/12/2023) va Théng tu 12/2022/TT-
street, Pallini, Athens, GR- [* Thu@c khéng vé trung: Vién nang clng, Vién nén, vién nén bao phim; Thuéc dung ngoai dang |dng; Vién nén nhai. 2. 2. BYT.
15351, Greece) * Xuat xudng: thudc vé trung, thudc khdng vé triing, thudc sinh hoc (sdn pham chiét xuat tir ngudi hodc dong vat); S v':‘;
* Péng gdi so cap: bao gdm ca vién nang mém; a =
* Péng goi thr cap
* Kiém tra chat lugng: Vi sinh (v8 tring, khong vé tring); Hoa hoc / Vat Iy.
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ID | TEN CO'SO'SAN . . NGUYEN | GIAYCH. |neAy |N6AY - A -
STT (ID CC cT XUAT DIA CHI PHAM VI CHU'NG NHAN TACGMP| NHAN cip ll-.lll;’; CO' QUAN CAP NOI DUNG PIEU CHINH
23 [ 3289 IN- [Acme Generics Plot No.115, HPSIDC Vién nén (bao gdm ca thudc chira hormon); vién nén bao phim; vién nén bao dudng; vién nang cirng. EU-GMP |OGYEI/4677 National Institute of Dinh chinh tén co quan cap chirng nhan thanh National
014 |Private Limited Industrial Area Davni, 3-6/2022 ] @ [Pharmacy and Nutrition, |Institute of Pharmacy and Nutrition, Hungary theo dung
Tén cii: M/s Acme |Tehsil Nalagarh, District g g Hungary gidy ching nhan GMP.
Generics LLP Solan, Guru Majra, :. 94.
174101, India ] B
24 [ 3289 | IN- [Acme Generics Plot No.115, HPSIDC Vién nén (bao gém ca thudc chira hormon); vién nén bao phim; vién nén bao duéng; vién nang cing. EU-GMP |OGYEI/4677 National Institute of Diéu chinh tén co quan cap gidy chirng nhan GMP tir
014 |Private Limited Industrial Area Davni, 3-6/2022 9 v Pharmacy and Nutrition, |Health & Family Welfare Department Himachi Pradest,
Tén cli: M/s Acme |Tehsil Nalagarh, District 8, 8, Hungary Distt. Solan - India thanh National Institute of Pharmacy
Generics LLP Solan, Guru Majra, : 9. and Nutrition, Hungary theo dung gidy chitng nhan GMP
174101, India ] sl
25 |3021| IN- |Biocon Biologics [Block No B1B2B3 Q13 Of  |* Thudc vo trung (sdn xuét tai Building B1 va B2): EU-GMP |33100 Health Products B& sung cach ghi khéc cla dia chi theo cong van Cuc
024 |Limited Q1 And W20 And Unit 518 + Thudc san xuat vo trung: Thudc dong khd; Dung dich thé tich nho. Regulatory Authority Quan ly Dugc s6 13878/QLD-DK ngay 30/12/2022 vé
st F|°°'_' Block B4, Special |+ Thygc sinh hoc: Thudc cong nghé sinh hoc: San xuat va bao quan cell bank, san xuat duoc chat sinh hoc (nudi ciy t& bao déng vat, tinh ché, pha ché) tai Building (HPRA), Ireland viéc thay ddi dia chi co s& san xuat thudc thanh pham.
Zc::;?‘;::::lclot Nos23 g9 va B3; San xuat dugc chat sinh hoc (1én men té bao vi khuan, tinh ché, chinh sira (pegylation), pha ché) tai Building S18.
3 ) P
Bommasandra Jigani Link *E.ci’ng golthy’cap. . P PO o
Road, Bommasandra, i€m tra chat lugng: Vi sinh (V6 trung; Khéng vé trung); Hoa hoc/Vat Iy; Sinh hoc.
Bengaluru, 560099, India N S
(Cach ghi khac: Block No. 8 8
81, B2, 83,13 Of Q1 And 3 8
W20 & Unit 518, st Floor, a S
Block B4, Special Economic
Zone, Plot No. 2,3,4 &5,
Phase-IV, Bommasandra-
Jigani Link Road,
Bommasandra Post,
Bengaluru- 560099, India)
26 | 2752 | IN- |Hetero Labs Unit-V, Sy. No.439, 440,  |Abacavir sulfate and Lamivudine tablets 600mg/300mg; Abacavir and Lamivudine tablets 600mg/300mg; ABACAVIR TABLETS 300mg; Abiraterone acetate tablets 500mg; Abiraterone acetate WHO-GMP|L.DIS.NO:11 Drugs Control Cap nhat han hiéu lyc theo ding gidy chirng nhan GMP.
034 |Limited Unit-v 441 & 458, TSIIC- tablets 250mg; Acyclovir Tablets USP 400mg; Acyclovir Tablets USP 800mg; Afatinib tablets 40mg, 30mg, 20 mg; Amlodipine and Olmesartan Medoxomil tablets 10/20mg; Amlodipine and 14632/T5/202 Administration,
(* Céch ghi khac: |Formulation SEZ Polepally Olmesartan Medoxoril tablets 10/40mg; and Olmesartan A il tablets 5/20mg; and Olmesartan Medoxomil tablets 5/40mg; Amlodipine tablets Sme, 10mg; 3 Government of
g Aripiprazole Tablets Smg, 10 mg, 15 mg, 20mg, 30mg; Atorvastatin calcium tablets 10mg, 20mg, 40mg, 80mg; Atorvastatin tablets 10mg, 20mg, 40mg, 80mg; ATOVAQUONE 62.5mg+ PROGUANIL
Hetero Labs Village, Jadcherla Mandal, |HyDROCHLORIDE 25mg TABLETS; ATOVAQUONE 250mg+ PROGUANIL HYDROCHLORIDE 100mg TABLETS; ATOVAQUONE and Proguanil hydrochloride tablets 250mg/100mg; Avanafil Tablets Telangana, India
Limited) Mahaboobnagar District., |100mg, 200mg, 50mg; Brexpiprazole Tablets 0.25mg, 0.5mg, 1mg, 2mg, 3mg, 4mg; Capecitabine tablets USP 500mg; Celecoxib capsules 100mg, 200mg; CINACALCET TABLETS 30mg; Clopidogrel
Telangana State, India tablets 75mg, 300mg; Colchicine tablets 0.6mg; DACLATASVIR TABLETS 30mg, 60mg; Donepezil hydrochloride tablets 10mg, Smg; Donepezil hydrochloride tablets USP 10mg, 5mg; DACLAHEP;
DERIPEX 10, 15; EFAVIRENZ, LAMIVUDINE AND TENOFOVIR DISOPROXIL FUMARATE TABLETS 600mg/300mg/300mg; EFAVIRENZ, LAMIVUDINE AND TENOFOVIR DISOPROXIL FUMARATE TABLETS
600/200/300meg; Efavirenz, Emtricitabine and tenoforvir disproxil fumarate tablets 600mg/200mg/300meg; Efavirenz 600mg, Emtricitabine 200mg and Tenofovir Disoproxil Furamate 300mg
Tablets; Efavirenz Tablets 600mg; Efavirenz Tablets USP 600mg; Efavirenz, Emtricitabine & tenoforvir disoproxil fumarate tablets 600mg/200mg/300mg; Eltrombopag tablets 25mg, S0mg;
Emtricitabine & tenoforvir disoproxil fumarate tablets 200mg/300mg; Entecavir tablets 0.5mg, 1mg; Eprosartan tablets 400mg, 600mg; Erlotinib tablets 100mg, 150mg, 25mg; Escitalopram
tablets 10mg, 20mg; Eszopiclone tablets 1mg, 2mg, 3mg; Famciclovir Tablets 125mg, 250mg, 500mg, 750mg; Fexofenadine hydrochloride tablets 120mg; FEXOFENADINE HYDROCHLORIDE
TABLETS 180mg: FEXOGEN 180; Gabapentin capsules 100mg; Gefitinib film coated tablets 250mg; GEFITINIB TABLETS 250mg; Glipizide extended release tablets Smg; IBRUTINIB CAPSULES
140mg; Irbesartan and hydrochlorothiazide tablets 300mg/12.5mg, 300mg/25mg; Irbesartan tablets 75mg, 150mg, 300mg; IRBESARTAN AND HYDROCHLOROTHIAZIDE TABLETS 150mg/12.5mg:
IRBIGEN-H 150mg/12.5mg; Lacosamide tablets 50mg, 100mg, 150mg, 200mg; Lamivudine and Zidovudine tablets 150mg/300mg Lamivudine and Zidovudine tablets USP 150mg/300mg; o ©
Lamivudine tablets 100mg; Ledipasvir and sofosbuvir tablets 90mg/400mg; LENALIDOMIDE CAPSULES 5mg, 10mg, 15mg, 25mg; Letrozole tablets USP 2.5mg; Levofloxacin tablets 250mg, 500mg; § §
Levofloxacin tablets USP 250 mg, 500 mg; Linagliptin 5Smg film coated tablets; Linezolid for oral suspension 100mg/sml; Linezolid tablets 600mg; Memantine hydrochloride tablets 5mg, 10mg, & &
15mg, 20mg; Mirtazapine 30mg, 45mg film coated tablets; Montelukast sodium pediatric chewable tablets 4mg, 5mg, 10mg; Montelukast sodium chewable tablets 4mg, Smg, 10mg; Montelukast 2 2
Sodium Tablets 10 mg; Mycophenolate Mofetil capsules 250mg, 500mg; Mycophenolate Mofetil Capsules USP 250 mg, 500mg; Mycophenolate Mofetil Tablets 500mg; Mycophenolate Mofetil ~ ~
Tablets USP 500mg; Olmesartan medoxomil tablets Smg, 10mg, 20mg, 40mg; OLMESARTAN MEDOXOMIL TABLETS 20mg, 40mg: OLMICARD 20, 40; Olmesartan Medoxomil and
Hydrochlorothiazide Tablets 20mg/12.5mg, 40mg/12.5mg, 40mg/25mg; Olanzapine tablets 2.5mg, 5 mg, 7.5mg, 10 mg, 15mg; O i for oral 6mg/ml; Palbociclib
capsules 100mg, 125mg; Pantoprazole gastro resistant tablets 20mg, 40mg; Pantoprazole sodium delayed release tablets 20mg, 40mg; Perindopril tablets 8mg; Perindonpril erbumine tablets
8mg; Pimavanserin capsules 34mg; Pioglitazone hydrochloride tablets 15mg, 30mg, 45mg; POMALIDOMIDE CAPSULES 1mg, 2mg, 3mg, 4mg; PRASUGREL TABLET 5mg, 10mg; Praziquantel tablets
USP 600mg; Quetiapine fumarate tablets 25mg, 100mg, 200mg, 300mg; Quetiapine fumarate tablets USP 25 mg, 50mg, 200mg, 300mg; Rabeprazole sodium delayed release tablets 10mg, 20mg;
ROSUVASTATIN TABLETS 5mg, 10mg, 20mg, 40mg: ROST 5, 10, 20, 40; ROSUVASTATIN CALCIUM TABLETS Smg, 10mg, 20mg, 40mg; Saquinavir mesilate tablets S00mg; Sertraline film coated
tablets 50mg, 100meg; Sildenafil citrate tablets 20mg, 25mg, 50mg, 100mg; Silodosin capsules 4mg, 8mg; SITAGLIPTIN FILM COATED TABLETS 25mg, 50mg, 100mg; SITAGLIPTIN AND METFORMIN
HYDROCHLORIDE 50mg/850mg, 50mg/1000mg FILM COATED TABLETS; Sofosbuvir tablets 400mg; Telmisartan and hydrochlorothiazide tablets USP 40mg/12.5mg, 80mg/12.5mg; Telmisartan and
Hydrochlorothiazide 40/12.5mg, 80mg/12,5mg; TELMISRATAN TABLETS 20mg, 40mg, 80mg: TELCARD 20, 40, 80; Temozolomide capsules 20mg, 100mg, 140mg, 180mg, 250mg; Temozolomide
capsules USP20mg, 100mg, 250mg; Tenofovir disoproxil Fumarate and Lamivudine tablets 300mg/300mg; TENOFOVIR ALAFENAMIDE TABLETS 25mg; Tolterodine Tartrate tablets 1 mg, 2 mg;
Valacyclovir hydrocloride tablets 1000mg, 500mg; Valacyclovir tablets USP 500mg, 1000meg; Valganciclovir tablets 450mg; VALGANCICLOVIR TABLETS 450mg: GANCIL 450; Valsartan &
hydrochlorothiazide tablets 320mg/12.5mg, 320mg/25mg; Valsartan and hydrochlorothiazide tablets USP 80mg/12.5mg, 320mg/25mg; Valsartan hydrochlorothiazide tablets 320mg/25mg;
Valsartan tablets 320mg; Valsartan tablets USP 160mg, 320mg, 80mg; Vildagliptin and Metformin hydrochloride 50mg/1000mg, 50mg/850mg film coated tablets; Voriconazole for oral
40mg/ml; and tablets 300mg/150mg/200mg; capsules 20mg, 40mg, 60mg, 80mg.
27 | 2850 IN- [Intas Plot No. 457&458 Matoda  [* Thudc vé trung: EU-GMP |OGYEI/4728 National Institute of B& sung cac cach ghi thdng tin dia chi CSSX theo xéac
036 |Pharmaceuticals |Plot No 191/218P + Thudc san xuat vo trung: thudc dong kho, thudc dang 16ng thé tich nho. 2-5/2022 Pharmacy and Nutrition |nhén clia Co quan quan ly nudc sé tai
Limited Chacharwadi Sarkhej Bavla + Thudc tiét trung cudi: thudc dang 16ng thé tich nho. (OGYEI), Hungary
Highway, Ahmedabad, * ThuBc khong vé triing: vién nang cing, vién nén.
382210, India (cach ghi * D6 ~ n
khac: Plot No 457 & 458, onggo: o ] ]
Village Matoda, Bavla Road +Dong goi so céip: vién nang cirng, vién nén. 2 by
and Plot No 191/218 P, +Bong gdi thi cdp. oy 2
Village Chacharwadi, Tal - | * Kiém tra chét lugng: Vi sinh (v6 tring/ khong vo triing); Hoa hoc/vét Iy. — =]
Sanand, Vill: Matoda &
Chacharwadi - 382 210, Dist.
Ahmedabad, Gujarat State,
India

Danh séch co s& duwgc Pigu chinh ndi dung da cong bd
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28

2019

IN-
064

RV Lifesciences
Limited (tén cii:
Atra
Pharmaceuticals
Limited)

Plot No. H-19, MIDC, Waluj,
Chhatrapati Sambhajinagar -
431133 Maharashtra State,
India (cach ghi cii: Plot No.
H-19, M.I.D.C., Waluj,
Aurangabad 431133
Maharashtra state, India)

* Thudc khong vo trung: Vién nang clrng; vién nén; vién nén bao phim.

WHO-GMP

NEW-WHO-
GMP/CERT/
AD/105016/
2021/11/38
287

30-04-2024

29-11-2024

Food & Drug
Administration, M.S.
Bandra-kurla Complex,
Bandra (E), Mumbai -
400 051. Maharashtra,
India

Cap nhat cach ghi dia chi mé&i cla co s& sdn xuat theo
thu xac nhan cla co quan cé tham quyén s& tai.

29

2558

IN-
064

RV Lifesciences
Limited (tén ci:
Atra
Pharmaceuticals
Limited)

Plot No. H-19, Midc, Waluj,
Maharashtra, 431133, India
(Céch ghi khac: Plot No. H-
19, MIDC, Waluj,
Chhatrapati Sambhajinagar -
431133 Maharashtra State,
India)

* Thudc khong vo trung: Vién nang cirng; vién nén; vién nén bao phim.

EU-GMP

FT090/S1/M
H/002/2023

31-01-2023

22-04-2025

National Authority of
Medicines and Health
Products, Portugal

Cap nhat cach ghi dia chi mé&i cla co s& sdn xuat theo
thu xac nhan cla co quan cé tham quyén sé tai.

30

418

IN-
077

Venus Remedies
Limited

Hill Top Industrial Estate,
Jharmajri, EPIP Phase-|
(Extn), Bhatoli Kalan,
Baddi, Distt. Solan,
Himachal Pradesh,
173205, India

* Thudc vo trung:

+ Thudc san xuat vé trung: thudc dong kho (bao gdm ca chat kim t& bao); thudc bot (chira khang sinh nhém Cephalosporins va Carbapenems); dung dich thé tich
nho.

+ Thudc tiét trung cudi: dung dich thé tich nhd (chira chét kim t& bao).

*Péng goi thir cap

* Kiém tra chét lvong:

+ Vi sinh: V6 trung, khéng vo trung

+ Vat Iv/héa hoc

EU-GMP

Fl042/MH/0
01/2017

28-07-2017

31-12-2024

National Authority of
Medicines and Health
Products (INFARMED),
Portugal

Gia han hiéu lyc gidy chirng nhan EU-GMP dén
31/12/2024 theo chinh séch gia han ctia EMA (Théng
bado EMA ngay 07/12/2023) va Théng tu 12/2022/TT-
BYT.

31

418

IN-
077

Venus Remedies
Limited

Hill Top Industrial Estate,
Jharmajri, EPIP Phase-|
(Extn), Bhatoli Kalan, Baddi,
Distt. Solan, Himachal
Pradesh, 173205, India.
(Céch ghi khac: Hill Top
Industrial Estate, Jharmajri
EPIP Phase- | Extension
Bhatoli Kalan, Barotiwala,
Solan, 173205, India.)

* Thudc vo trung:

+ Thudc san xuat vé triing: thudc dong kho (bao gdm ca chat kim t& bao); thudc bot (chira khang sinh nhém Cephalosporins va Carbapenems); dung dich thé tich
nho.

+ Thudc tiét trung cudi: dung dich thé tich nhd (chira chét kim t& bao).

EU-GMP

Fl042/MH/0
01/2017

28-07-2017

31-12-2024

National Authority of
Medicines and Health
Products (INFARMED),
Portugal

1. Gia han hiéu lyc GCN GMP dén ngay 31/12/2024 theo
théng béo clia co quan quan ly dwgc clia BS Pao Nha
ngay 05/06/2024;

2. B sung céch ghi dia chi co s& sdn xuat theo GCN GMP
dugc cdp va xac nhan cla co quan c6 tham quyén An Do.

32

3214

IN-
103

Sparsh Bio-Tech
Pvt. Ltd.

Plot No. 1, Survey No.
242/243/244, Lakhabavad,
City: Lakhabavad - 361 006,
Dist: Jamnagar, Gujarat
State, India (Cach ghi khac:
Plot No. 1, Survey No.
242/243/244, Lakhabavad,
Jamnagar-361 006, Gujarat,
India)

Thudc khong v triing chira khang sinh nhém Cephalosporin & Penicillin: Vién nén, vién nén bao phim, vién nang, Siro bt khé (Bot pha hén dich udng, Bot pha
dung dich udng).

WHO-GMP

21062641

28-06-2021

27-06-2024

Food & Drug Control
Administration,
Gandhinagar, Gujrarat
State, India

Dinh chinh cach ghi dia chi khac clia co s& do 16i chinh ta.

33

3215

IN-
135

Jodas Expoim Pvt.
Ltd

Plot no. 55, Phase IlI,
Biotech Park,
Karkapatla (V),
Markook (M), Siddipet
(D), Telangana, Pin
502279, India (Cach ghi
khdc: Plot no. 55, Phase
11, Biotech Park,
Karkapatla Village,
Markook Maldal,
Siddipet District,
Telangana, 502279,

* Thudc vé trung:
+ Thuéc san xuat vé trung: Dung dich thé tich nhé (bao gém thudc ung thu); Thudc bét pha tiém (bao gdm cac thudc chira khang sinh nhém cephalosporin).
+ Thudc tiét trung cudi: Dung dich thé tich I&n; Dung dich thé tich nhé (bao gdm cac thudc ung thu).

* Thudc khong vé trung (cac thudc ung thu): Vién nang cirng; Vién nén; Vién nén bao phim.

WHO-GMP

398/DD-
NZB/MFG/2
024

29-02-2024

28-02-2025

Drugs Control

Administration,
Government of
Telangana, India

BG sung céch ghi dia chi co s& san xuat theo xac nhan
clia co' quan c6 tham quyén nudc sé tai

34

2759

IN-
140

Torrent
Pharmaceuticals
Ltd

Near Indrad Village, Taluka
Kadi, Gujarat, District:
Mehsana 382721, India
(cach viét khéc: Indrad -
382721, Tal: Kadi, City:
Indrad, Dist. Mehsana,
Guijarat State, India / Village
Indrad, Tal. Kadi,
Ahmedabad Mehsana
Highway, Dist Mehsana
Gujarat, Gandhinagar,
Gujarat 382721, India)

* Thudc khdng vo trung: Vién nang clng; Vién nén, vién nén bao phim; Thudc dang ran khac: Bot/hat/pellet trong goi.
* Péng gbi so cap: Vién nang clng; Vién nén, vién nén bao phim; Thudc dang rén khac: Bot/hat/pellet trong goi.
Ghi cht: Gidy chirng nhan nay chi gidi han cho céc san phdm cung c&p cho EU/EEA.

EU-GMP

MT/026HM/
2023

21-08-2023

22-09-2025

Malta Medicines
Authority

Coéng b thém 2 céch ghi dia chi theo Gidy chirng nhan
WHO-GMP (Indrad - 382721, Tal: Kadi, City: Indrad, Dist.
Mehsana, Gujarat State, India) va cach ghi dia chi chi tiét
cba nha may (Village Indrad, Tal. Kadi, Ahmedabad
Mehsana Highway, Dist Mehsana Gujarat, Gandhinagar,
Guijarat 382721, India)

35

2635

IN-
149

Alkem
Laboratories
Limited

Village Thana, Baddi,
Tehsil - Nalagarh, District
Solan, 173205, Himachal
Pradesh, India

* Thudc khdng vé trung: Vién nén, vién nén bao phim, vién nang cing, bot pha dung dich uéng.
* Déng goi:

+Dong g6i cdp 1: Cac dang thudc trén

+Dong goi cap 2
* Kiém tra chat lwgng: Vi sinh (thudc khéng vé trung), Héa ly, vat ly.

EU-GMP

BG/GMP/20
22/216

17-11-2022

16-09-2025

Bulgarian Drug Agency

B& sung dang bao ché vién nén bao phim theo dung gidy
chirng nhan GMP.

Danh séch co s& duwgc Pigu chinh ndi dung da cong bd
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Diclofenac sodium BP:75me; 85. Glibenclamide BP: 5mg; 86. Ranitidine hydrochloride BP: 150mg; 87. Metronidazole BP:500mg, Norfloxcin BP: 400mg; 88. Acetaminofen FEU : 500 mg; 89.
Doxylamine succinate USP: 10mg, Pyridoxine Hydrochloride BP: 10mg; 90. Sulfamethoxazole BP: 800mg, Trimethoprim BP: 160mg; 91. Sulfamethoxazole BP:400mg, Trimethprim :80mg; 92.
Ciprofloxacin hydrochloride BP: 500mg; 93. metoclopramide base:10mg; 94. Diclofenac sodium BP: 50meg, BP: 200mg; 96. Aceclofenac BP: 100mg; 97.
Fluconazole BP: 150mg; 98. Aspirin BP: 75mg; 99. Cada tableta revestida contiene clorhidrato de F 2.5mg; 100. trihydrate BP: 40mng; 101. Aceclofenac BP :
200mg; 102. Aceclofenac BP : 100mg; 103. 8P : 100mg, C USP: 500mg, Ac USP: 375mg; 104 lbuprofen BP:400mg; 105. Esomeprzole magnesium trihydrate
BP: 20mg; 106. Isoniazid BP:300mg; 107. Aceclofenac BP: 100mg, Paracetamol BP: 500mg; 108. paracetamol: 500meg, phenyleprine ide BP:5mg, Chlor ine Maleate BP: 2mg,
Caffiene BP: 30mg; 109. Artemeter :80meg, L ine : 480mg; 110. Artemeter :20mg, L ine : 120mg; 111. Sparfloxacin :100mg; 112. Prednisolone BP: 5mg; 113. Aspirin BP: 300mg;
114, Aspirin BP: 500mg; 115, Aspirin USP: 100mg; 116. pentoxifylline USP:100mg; 117. p: USP:400meg; 118. Glimepiride USP:2mg; 119. Glimepiride USP:3mg; 120. Glimepiride
USP:4mg; 121. Zinc sulfate monohydrate BP: 54.90mg, eq. to elemental zinc: 20mg; 122. Artemether:80mg, Lumefantrine:480meg; 123. Amlodipine Besylate USP : 10mg; 124. metformin
hydrochloride BP:500mg; 125. metformin hydrochloride BP:850meg; 126. in hydrochloride BP:1000mg; 127. simvastatin BP:20mg; 128. paracetamol BP:325me, ibuprofen BP:400mg; 129.
Amlodipine Besylate USP : 10mg; 130. Allopurinol BP : 100mg; 131. Gliclazide BP: 40me; 132. Diclofenac sodium BP: 50mg; 133. Losartan potassium BP:25mg; 134. Losartan potassium BP:50mg;
135. Metformin hydrochloride BP:1g; 136. Lisinopril USP:5mg; 137. Lisinopril USP:10mg; 138. Dihydroartemisinin : 40 mg, Pi phate : 320 mg; 139. L in USP:500mg; 140.
Dried aluminium hydroxide BP: 250mg, Magnesium Trisilicate BP: 500mg; 141. propanolol hydrovhloride BP: 40mg; 142. Gliclazide BP: 80mg; 143. Bromhexine Hydrochloride BP: 8mg,

Danh séch co s& duwgc Pigu chinh ndi dung da cong bd

ID |TEN CO'SO'SAN - A NGUYEN | GIAY CH. | NGAY i 5 -
STT |ID CC pa PIA CcHi PHAM VI CHUNG NHAN < A = HET CO' QUAN CAP NOI DUNG PIEU CHINH
CcT XUAT : N : TAC GMP NHAN CAP HAN Q i
36 | 2480 | IN- |Kusum SP-289 (A) RIICO * Thudc khong chira khang sinh nhém Betalactam: Vién nén; vién nén bao phim; Vién nang cirng; Thudc c6m udng; Thudc diing ngoai (thuéc m&, kem, gel, lotion, |WHO-GMP|DC/A- ~ ., |Drues Control B6 sung pham vi "dau goi dau" theo dng gidy chirng
153 [Healthcare Pvt. Industrial Area, Chopanki, [dau géi dau); Thudc dat; Dung dich thyt tryc trang. 1/2022/2720 & S |Organization, Rajasthan, |nhan GMP
I I
Ltd. Bhiwadi, Dist. Alwar A & |Jaipur, India
o o
(Rajasthan), India N ~
o o
37 | 3298 | IN- |M/s Macleods Block N-2,Village Theda, * Thudc khéng vo trung: Vién nén, vién nén bao phim; Vién nang clng; Thudc uéng dang |dng, sachet (pellets va c6m). WHO-GMP [HFW-H Health & Family Welfare |Dinh chinh han hiéu lyc theo ding GCN GMP dugc cap.
159 |Pharmaceuticals |Post Office Lodhimajra, [Drugs] Department Himachal
Ltd. Tehsil Baddi, Distt. Solan, 152/07 Pradest Baddi, Distt.
Hlmach?I Pradeshl-174101, Solan (State Drugs
India (cach ghi khéc: Block Controller), India
N-2, Vill. Theda, P.O. 4
Lodhimajra, Baddj, Distt. 3 I
N . o o
Solan, (HP), India / Village [d 4
Theda, PO Lodhimajra, 3 8
Tehsil Nalagarh, Distt. Solan, 8 Q
(HP), India / Village Theda,
Post Office Lodhimajra,
Tehsil Baddi, Distt. Solan,
Himachal Pradesh-174101,
India (Block N2))
38 | 3218 | IN- |AkumsDrugs& |[PlotNo.2,3,4and5, Plan Ill: EU-GMP |BG/GMP/20 Bulgarian Drug Agency |1. Ghi cu thé pham vi cdng b cho dang bao ché thuéc
228 [Pharmaceuticals |Sector - 6B, IIE, SIDCUL, * Thudc vé trung: 24/266 nhé mét theo béo cdo thanh tra;
Ltd. Ranipur, + Thuéc san xuat vé trung: Thudc tiém thé tich nhd, thudc bot pha tiém (Penicillin). 2. Ghi cu thé cac day truyén san xuat theo bdo cdo thanh
Haridwar-249403, + Thudc tiét trung cui: Thudc tiém thé tich I&n; thudc tiém thé tich nhd, thudc nhé mét. tra.
Uttarakhand, India * Péng goi: Déng géi thir cap. ] B
2 %, . P a PO " a1 I3
* Kiém tra chat lugng: Vi sinh (v trung, khéng vo trung); Hoa hoc/Vat Iy. [N 2‘
5 s s s . N &
Cu thé day chuyén san xudt va dang bao ché duoc chirng nhan nhu sau: 2 3‘
G-I: thudc tiém thé tich nhé (6ng tiém thay tinh). - a
G-II: thu8c tiém thé tich nhé (dang lo thay tinh).
G-V: thudc tiém thé tich nhd (chai nhya LDPE).
G-VII: Thudc tiém thé tich I&n (chai nhya LDPE).
Thudc bét pha tiém Penicilline: dav truvén P-Block.
39 [3029 | IN- |M/sAkums Drugs |Plot No. 19,20 & 21, * Thudc khong vo trung: WHO-GMP|26/1/Ausha Directorate General of |B6 sung cu thé pham vi cong bé vién nén bao phim theo
230 (& Sector-6A, IIE, Sidcul, + Vién nén, vién nén bao phim (Non Beta lactam va ch(ra Beta Lactam). hi/52/2019/ a 9 |Medical Health and bdo céo thanh tra va CPP clia s&n pham xin déng ky lvu
Pharmaceuticals [Ranipur, Haridwar - + Vién nang cirng (Non Beta lactam va chira Beta Lactam). 20402 2. 2. Family Welfare, hanh.
Ltd 249403, Uttarakhand, +Vién nang mém (Non Beta Lactam). ﬁl ﬁ. Uttarakhand, India
India + Siro kho (Non Beta lactam va chira Beta Lactam). 5 5
+ Thudc bét dong gbi (Non Beta Lactam).
40 |3385( IN- |Coral Plot No. 57/1 (16), Vién nén, vién nang cirng, thudc udng dang long, thudc diing ngoai (bao gom dung dich nhé mi) WHO-GMP|DCD/D&D/L Drugs Licensing Diéu chinh tiéu chuan p dung tir "India-GMP" thanh
237 |Laboratories Bhenslore, Dunetha, Nani \S/an ph?m’ A/2021- Authority, UT of Daman |"WHO-GMP" va b6 sung danh sach san phdm theo bao
L i ién nén " v
Limited Daman - 396210, India 1. Paracetamol BP:500mg; 2. Mefenamic Acid BP: 500 mg, paracetamol BP: 450mg; 3. Ciprofloxacin hydrochloride BP:500mg; 4. Metronidazole BP: 400meg; 5. Cimetidine USP: 400mg; 6. 2022/2321 &DIU, baman, India cdo thanh tra.
Diclofenac sodium BP: 50mg; 7. Metronidazole Benzoate BP: 200 mg; 8. Tinidazole BP: 500mg; 9. Paracetamol BP: 325mg, Ibuprofen BP: 400mg; 10. Ranitidine Hydrochloride BP: 150mg; 11.
Codeine phosphate BP: 15mg; 12. paracetamol BP: 500mg, Phenylpherine ide BP: 5mg, C maleate BP: 2mg, caffiene BP :30mg; 13. Miconazole Nitrate BP: 100mg,
Clotrimazole BP: 100mg, Ornidazole : 500 meg; 14. :400meg; 15. trihydrate :20mg; 16. Paracetamol BP: 500mg, Codien phosphate BP: 8mg; 17. Paracetamol
BP: 450mg, Codeine BP: 50mg, Codeine Phosphate BP: 10mg, Doxylamine Succinate USP: 5mg; 18. Salbutamol Sulphate BP: 4mg; 19. Dexamethasone USP:0.5mg; 20. Captopril BP: 25mg; 21.
Captopril BP: 50mg; 22. Prednisolone BP: 5mg; 23. Enalapril maleate USP : 10mg; 24. Nifedipine BP:10meg; 25. ibuprofen BP: 800 mg; 26. ibuprofen BP: 600 mg; 27. Metronidazole BP: 500mg; 28.
Atenolo BP : 50mg; 29. BP: 5mg; 30. hydrocl iazide BP:25mg; 31. sulfate BP:4mg; 32. Enalapril maleate USP:20mg; 33. BP: 40mg; 34.
USP:100mg; 35. Paracetamol BP: 325mg, Ibuprofen BP: 400mg; 36. Si USP:80mg; 37. Simethicone USP:80mg; 38. Artesunate : 100 mg; 39. Sulfamethoxazole BP: 400meg, Trimethoprim
BP: 80mg; 40. Sulfamethoxazole BP: 800mg, Trimethoprim BP: 160mg; 41. enalapril maleate USP: 10mg; 42. Glibenclamide BP: Smg; 43. Metformin Hydrochloride BP: 850mg; 44. Metformin
Hydrochloride BP: 500mg; 45. enalapril maleate USP: Smeg; 46. Salbutamol Sulphate BP: 2mg; 47. Bromhexine Hydrochloride BP: 80mg, pseudoephedrine hydrochloride BP:60mg; 48. Clotrimazole
BP: 100mg; 49. Cinnarizine BP: 25mg; 50. Prop! ide BP:40mg; 51. Chlorphenamine Maleate BP: 4mg; 52. Chlorphenamine maleate BP: 4mg; 53. carbamazepine BP: 200mg; 54.
diclofenac sodium BP:50mg; 55. diclofenac sodium BP:: 100mg, 56. Cimetidine USP: 400mg; 57. Mebendazole USP:100mg; 58. Griseofulvin BP: 500mg; 59. Nifedipine BP: 5.0mg; 60. Nalidixic acid o~ w0
BP:500mg; 61. Amlodipine besilate BP:5mg; 62. Amlodipine besilate BP:10mg; 63. Ciprofloxacin hydrochloride BP:500mg; 64. Ketoconazole USP: 200mg; 65. Dexchlorpheniramine Maleate USP: § §
2mg; 66. ibuprofen BP: 400 mg; 67. tramadol hydochlordide BP:37.5mg, paracetamol BP: 325mg; 68. Ibuprofen BP: 200 mg; 69. Albendazole UDP:200mg; 70. Cyproheptadine Hydrochloride BP: &> &>
4mg; 71. Hyoscine butylbromide BP:10mg; 72. Aspirin BP: 300mg; 73. Amiloride Hydrochloride BP: Smg, Hydrochlorothiazide :50mg; 74. Mebeverine Hydrochloride BP: 135 mg; 75. 2 2
Hydrochlorothiazide BP: 50mg; 76. Losartan BP:100mg, Hy i BP:25mg; 77. nifedipine BP: 20mg; 78. L i 79. BP: 500mg, phrin o o
Hydrochloride BP: 10mg, Chlorphenamine maleate BP: 2mg; 80. BP:250mg; 81. USP: 200mg; 82. Chlorphenamine Maleate BP :4mg; 83. Paracetamol BP: 500mg; 84.
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41 |3302| IN- |Concord Biotech |Unit-Il, 297-298/2P, At Vién nén, vién nén bao phim, vién nang cing. u.S. FEl: U.S. Food and Drug Diéu chinh:
266 |Ltd (cach ghidia |Valthera, Ta. Dholka, cGMP (3012520698 Administration (US FDA) |- Hiéu lyc d&n 31/12/2025 theo gidy phép san xuat tra
chi khéc Concord |Ahmedabad, Gujarat- (twong |[(El end: 13- clru online ctia FDA.
Biotech Limited) |382225, India (cach ghi duong  (17/10/2023)( K Q - Cach ghi dia chi khac:theo xac nhén dia chi khac nhau
/ o i < . s 2, 2 P 2 2
khéc: 297-298/2P, EU-GMP) 8, N gilra cac Unit tai cac co s& san xudt clia co quan c6 tham
I A e N 5
Valthera, Tal-Dholka, Dist.- 9, inl quyén va trén gidy chirng nhan GMP WHO d3 céap.
o P PO " i &
Ahmedabad-382 225, S ™ - Cach ghi tén co s& san xuat khéc: "Ltd." dugc viét cu
Guijarat State, India) thé "Limited" trong cach ghi tén co' s& san xuat.
42 | 3307 | IN- |SunPharma 6-9, EPIP, Kartholi, Bari San xuét: Vién nén, vién nén bao phim, vién nang cirng WHO-GMP [DFO/D- Office of the State Drugs [Di&u chinh lam rd pham vi chirng nhan vién nén bao
349 |Laboratories Ltd. |Brahmana, Jammu, India |Admenta 10 (Memantine Hydrochloride Tablets USP 10mg); Admenta 5 (Memantine Hydrochloride Tablets USP 5mg); Alcoliv (Metadoxine tablets 500me); Alzolam 0.25 (Alprazolam Tablets USP 885/240 Controller, Drugs & phim
’ ! 0.25mg); Alzolam 0.5 (Alprazolam Tablets USP 0.5mg); Amlosun 10 (Amlodipine Besylate Tablets USP 10mg); Amlosun 5 (Amlodipine Besylate Tablets USP 5mg); Angizem 30 (Diltiazem Modified Food C t' |
Release Tablets 30mg); Angizem 60 Diltiazem Modified Release Tablets 60mg; Arpizol 10 (Aripiprazole Tablets 10 mg); Arpizol 15 (Aripiprazole Tablets 15 mg); Arpizol 5 (Aripiprazole Tablets 5 oodtontro A
meg); Aztor 10 (Atorvastatin Tablets 10 mg); Aztor 20 (Atorvastatin Tablets 20 mg); Aztor EZ (Atorvastatin 10mg and Ezetimibe 10mg Tablets); Aztor EZ 20 (Atorvastatin 20mg and Ezetimibe 10mg Organization, Patoli
Tablets); Betaday 10 (Bambuterol Hydrochloride tablets 10 mg); Cardivas 12.5 (Carvedilol Tablets USP 12.5mg); Cardivas 12.5 (Carvedilol Tablets 12.5mg); Cardivas 25 (Carvedilol Tablets USP Mangotrian
25mg); Cardivas 3.125 (Carvedilol Tablets USP 3.125mg); Cardivas 3.125 (Carvedilol Tablets 3.125mg); Cardivas 6.25 (Carvedilol Tablets USP 6.25mg); Cardivas 6.25 (Carvedilol Tablets 6.25mg); J&K (Jammu), India
Cetrizet (Cetirizine Hydrochloride Tablets 10 mg); Citopam 10 (Citalopram Tablets USP 10mg); Citopam 20 (Citalopram Tablets USP 20meg); Clofranil (Clomipramine Tablets 25 mg); Clopilet
(Clopidogrel Tablets USP 75mg); Dazit (Desloratadine Tablets 5mg); Dazolic (Ornidazole Tablets 500 mg); Defrijet 250 (D Tablets for oral 250meg); Defrijet 500 (Deferasirox
Tablets for oral suspension 500meg); Dicorate ER 500 (Divalproex Sodium Extended Release Tablets USP 500mg); Dicorate ER 250 (Divalproex Sodium Extended Release Tablets USP 250meg);
Duracard 1 (Doxazosin Mesylate Tablets 1 mg); Duracard 2 (Doxazosin Mesylate Tablets 2mg); Duzela 20 (Duloxetine Delayed Release Capsules USP 20mg); Duzela 30 (Duloxetine Delayed Release
Capsules USP 30mg); Duzela 60 (Duloxetine Delayed Release Capsules USP 60mg Capsule); Encorate (Sodium Valporate Enteric Coated Tablets BP 200 mg); Encorate 300 (Sodium Valproate
Enteric Coated Tablets BP 300mg); Encorate Chrono 200 (Sodium Valproate and Valproic Acid Controlled Release Tablets 200mg); Encorate Chrono 200 (New Formula) (Sodium Valproate and
Valproic Acid Controlled Release Tablets 200mg); Encorate Chrono 300 (Sodium Valproate and Valproic Acid Controlled Release Tablets 300mg); Encorate Chrono 300 (New Formula) (Sodium
Valproate and Valproic acid Controlled Release Tablets 300mg); Encorate Chrono 500 (Sodium Valproate and Valproic Acid Controlled Release Tablets 500mg); Etoshine 120 (Etoricoxib Fast < ~
Disintegrating Tablets 120mg); Etoshine 60 (Etoricoxib Fast Disintegrating Tablets 60mg); Etoshine 90 (Etoricoxib Fast Disintegrating Tablets 90mg); Famocid 20 (Famotidine Tablets USP 20mg); § §
Famocid 40 (Famotidine Tablets USP 40mg); Flexura D (Metaxalone 400mg and Diclofenac Potassium 50mg Tablets); Fluvoxin 100 (Fluvoxamine Tablets BP 100mg); Fluvoxin 50 (Fluvoxamine by by
Tablets BP 50mg); Flexital (Oxpentifylline Controlled Release Tablets 400mg); Gaszym (Pancreatin and Simethicone Tablets 200mg + 60mg); Gabantin 100 (Gabapentin Capsules USP 100mg); < 2
Gabantin 300 (Gabapentin Capsules USP 300mg); Gabantin 400 (Gabapentin Capsules USP 400mg); Gemer 1 (Glimepiride 1mg and Extended Release Metformin Hydrochloride 500mg Tablets); N =
Gemer 2 (Glimepiride 2mg and Extended Release Metformin Hydrochloride 500mg Tablets); Glucored Forte (Glyburide 5mg and Metformin Hydrochloride 500mg Tablets USP); Glypride 1
(Glimepiride Tablets USP 1mg); Glypride 2 (Glimepiride Tablets USP 2mg); Glypride 4 (Glimepiride Tablets USP 4mg); Graniset 1 (Granisetron Tablets 1mg); Hydroquin (Hydroxychloroquine
Sulfate Tablets USP 200mg); Irovel 150 (Irbesartan Tablets USP 150 mg); Irovel 300 (Irbesartan Tablets USP 300mg); Irovel H (Irbesartan 150mg and Hydrochlorothiazide 12.5mg Tablets USP);
Ketasma (Ketotifen Tablets 1mg); Lamosyn 100 (Lamotrigine Tablets USP 100 mg ; Lamosyn 25 (Lamotrigine Tablets USP 25 mg); Lamosyn 50 (Lamotrigine Tablets USP 50mg); Levipil 1G
(Levetiracetam Tablets USP 1000mg); Levipil 250 (Levetiracetam Tablets USP 250meg); Levipil 500 (Levetiracetam Tablets USP 500 mg); Levipil 750 (Levetiracetam Tablets USP 750meg); Lithosun SR
(Lithium Carbonate Extended Release Tablets USP 400mg); Livodexa 150 (Ursodeoxycholic Acid Sustained Release Tablets BP 150mg); Livodexa 300 (Ursodeoxycholic Acid Sustained Release
Tablets BP 300mg); Maxgalin 50 (Pregabalin Capsules 50 mg); Maxgalin 75 (Pregabalin Capsules 75 mg); Mesacol (5-Aminosalicylic Acid Tablets 400mg (Mesalamine Delayed Release Tablets);
Miraji ER 500 (Divalproex Sodium Extended Release Tablets USP 500mg); Mirtaz 15 (Mirtazapine Tablets USP 15mg); Mirtaz 30 (Mirtazapine Tablets USP 30 mg); Monotrate 10 (Isosorbide
Mononitrate Tablets BP 10 mg); Monotrate OD (Slow Release Isosorbide Mononitrate Tablets 50 mg); Monotrate OD 25 (Slow Release Isosorbide Mononitrate Tablets 25 mg); Monotrate-20
(Isosorbide Mononitrate Tablets BP 20 mg); Montek 10 (Montelukast Sodium Tablets 10 mg); Montek-4 (Montelukast Sodium Chewable Tablets 4 mg); Montek-5 (Montelukast Sodium Chewable
Tablets 5 mg); Muvera 15 (Meloxicam Tablets USP 15mg); Muvera 7.5 (Meloxicam Tablets USP 7.5 mg); Nexito 10 (Escitalopram Oxalate Tablets 10 mg); Nexito 20 (Escitalopram Oxalate Tablets
20 mg); Nexito 5 (Escitalopram Oxalate Tablets 5 mg); Niaspam (Mebeverine Hydrochloride Modified Release Capsules 200 mg); Nitrest 10 (Zolpidem Tablets BP 10 mg); Oleanz 10 (Olanzapine
Tablets 10mg); Oleanz 5 (Olanzapine Tablets 5mg); Oxetol 150 (Oxcarbazepine Tablets USP 150 mg); Oxetol 300 (Oxcarbazepine Tablets USP 300 mg); Oxetol 600 (Oxcarbazepine Tablets USP 600
mg); Pantocid 20 (Pantoprazole Sodium USP Tablets 20mg); Pantocid (Pantoprazole Sodium USP Tablets 40mg); Pantocid DSR (Pantoprazole Sodium USP Tablets 20mg); Parkimet 125 (Levodopa
43 |3035| IN- [M/sLaurusLabs |Unitll, Plot No. 19, 20 & 21, |S&n pham: Efavirenz, Emtricitabine and Tenofovir Disoproxil Fumarate Tablets 600mg/200mg/300mg; Atazanavir Capsules 300mg; Atazanavir Capsules 200mg; | WHO-GMP |HMF07- Drugs Control Piéu chinh cach ghi khac cta dia chi co s& san xuat theo
366 |[Limited Western Sector, APSEZ, Atazanavir Capsules 150mg; Efavirenz, Lamivudine and Tenofovir Disoproxil Fumarate Tablets 600mg/300mg/300mg; Emtricitabine and Tenofovir Disoproxil 14051/1075 Department, dung Gidy xac nhan céc cach ghi dia chi cia Co quan
A_tCh”tap”'a’“ Mf”‘d_a" Fumarate Tablets 200mg/300mg; Orthokind-200; Metformin Hydrochloride USP/Ph.Eur/BP /2021-TECH- Government of Andhra |quan ly s& tai.
Visakhapatnam District - DCA Pradesh, India
531011, Andhra Pradesh, = N
India (Cach ghi mai: Unit 1, 2. 2.
Plot No. 19, 20 & 21, 5 5
Western Sector, APSEZ, b= b=
Gurajapalem Village,
Rambilli Mandal, Anakapalli
District - 531011, Andhra
Pradesh, India)
44 | 3036 | IN- [M/sLaurusLlabs |Unitll, Plot No. 19, 20 & 21, |San pham: TENOLAURUS TenofovirDisoproxil Fumarate Tablets 300 mg; Darunavir Tablets 400 mg; Darunavir Tablets 600 mg; Darunavir Tablets 800 mg; WHO-GMP |HMF07- Drugs Control Diéu chinh cach ghi khac cla dia chi co s& san xuat theo
366 |Limited Western Sector, APSEZ, Metformin Hydrochloride Tablets USP 500 mg; Metformin Hydrochloride Tablets USP 850 mg; Metformin Hydrochloride Tablets USP 1000 mg 14051/453/ Department, dlng Gidy xac nhan céc cach ghi dia chi cia Co quan
Atchutapuram (M), 2022- Government of Andhra | quan Iy so tai.
Visakhapatnam - 531011, ADMIN-DCA Pradesh, India
Andhra Pradesh, India (Cach N S
ghi mai: Unit Il, Plot No. 19, S' S'
20 & 21, Western Sector, 38 5
APSEZ, Gurajapalem Village, 5 h=
Rambilli Mandal, Anakapalli
District - 531011, Andhra
Pradesh, India)
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45 | 3037 | IN- [M/sLaurusLabs |Unitll, Plot No. 19, 20 & 21, |S&n pham: Tenofovir Disoproxil Fumarate Tablets - 300mg; Dolutegravir Tablets - 50 mg; Dolutegravir, Lamivudine and Tenofovir Disoproxil Fumarate Tablets - 50 | WHO-GMP |HMF07- Drugs Control 1. Biéu chinh cach ghi khac clia dia chi co s& san xuat
366 |Limited Western Sector, APSEZ, mg /300 mg/ 300 mg 14051/1124 Department, theo dling Gidy xac nhan cac céch ghi dia chi clia Co'
A_“h”tap”"am M?”d_a" /2021- Government of Andhra [quan quan ly s& tai.
Visakhapatnam District- ADMIN-DCA Pradesh, India 2. Binh chinh tén san phdm theo ding Gidy chirng nhan
531011, Andhra Pradesh, ] = GMP
India (Cach ghi méi: Unit Il, & & :
Plot No. 19, 20 & 21, g '5
Western Sector, APSEZ, 3 -
Gurajapalem Village,
Rambilli Mandal, Anakapalli
District- 531011, Andhra
Pradesh, India)
46 | 3038 | IN- [M/sLlaurusLabs [Unitll, Plot No. 19, 20 & 21, |San phdm: Tenofovir Alafenamide Tablets 25 mg; Emtricitabine and Tenofovir Alafenamide Tablets 200 mg/25 mg; Dolutegravir, Emtricitabine and Tenofovir WHO-GMP |HMF07- Drugs Control Diéu chinh cach ghi khac cta dia chi co s& san xuat theo
366 [Limited Western Sector, APSEZ, Alafenamide Tablets 50 mg/200 mg/25 mg; VIROTINOMIDE Emtricitabine and Tenofovir Alafenamide Tablets 200 mg/25 mg; Emtricitabine and Tenofovir 14051/724/ Department, dung Gidy xac nhan cac cach ghi dia chi ciia Co quan
Atchutapuram M’f’”d?" Disoproxil 200 mg/245 mg film-coated tablets; Hydroxychloroquine Sulfate Tablets USP 200 mg 2022- Government of Andhra |quan ly s& tai.
Visakhapatnam District- ADMIN-DCA Pradesh, India
531011, Andhra Pradesh, ] 3 ’
India (Cach ghi méi: Unit Il 8 8
Plot No. 19, 20 & 21, 8 5
Western Sector, APSEZ, ﬁ' g‘
Gurajapalem Village,
Rambilli Mandal, Anakapalli
District- 531011, Andhra
Pradesh, India)
47 | 3039 | IN- [M/slaurusLlabs |Unitll, Plot No. 19,20 & 21 |S&n pham: Efavirenz, Lamivudine and Tenofovir Disoproxil Fumarate Tablets 400 mg/300 mg/300 mg; Abacavir, Dolutegravir and Lamivudine Tablets 600 mg/50 |WHO-GMP|HMFO07- Drugs Control Diéu chinh cach ghi khéc cla dia chi co s& san xuat theo
366 |Limited Western Sector, APSEZ, mg/300 mg; Lopinavir and Ritonavir Tablets USP 100 mg/25 mg; Lopinavir and Ritonavir Tablets USP 200 mg/50 mg; TENOVAMED INOVAMED Emtricitabine and 14051/552/ Department, dung Gidy xac nhan céc cach ghi dia chi cia Co quan
A_tCh“tap“"am (M), Tenofovir Disoproxil 200 mg/245 mg film-coated tablets 2022- Government of Andhra |quan ly s& tai.
Visakhapatnam - 531011, ADMIN-DCA Pradesh, India
Andhra Pradesh, India (Cach N b
ghi mi: Unit Il, Plot No. & &
19,20 & 21 Western Sector, “OI" S
APSEZ, Guirajapalem o b=
Village, Rambilli Mandal,
Anakapalli District - 531011
Andhra Pradesh, India)
48 | 2970 | IT- |Spendore S.R.L Via Fratelli Bandiera, 26 - |* Thudc san xudt vé trung: EU-GMP |IT/189/H/20 Italian Medicines Diéu chinh tén co s& san xut tlr Alfa Intes Industria
105 |Alfa Intes 80026 Casoria (NA), Italy + Dung dich thudc nho méat, Hdn dich thudc nhd mét (bao gdm ca thudc chira hormon corticosteroid), thudc san xuat vo trung khac: thudc bot pha dung dich 23 9 ©  |Agency (AIFA) Terapeutica Spendore S.R.L thanh Spendore S.R.L Alfa
Industria thudc nho mét. 8[ 8[ Intes Industria Terapeutica Splendore S.R.L. theo dung
Terapeutica + Chirng nhan 16. 3. EI' gidy chitng nhan GMP
Splendore S.R.L. * Péng goi thir cap. 1 5
* Kiém tra chét lugng.
49 | 3317 | KR- |Daewoong 35-14, Jeyakgongdan 4- * Thudc khdng vé trung: PIC/S-GMP[2023-D1- o © Gyeongin Regional Dinh chinh thi han hiéu lyc GCN GMP theo dung hiéu
017 |Pharmaceutical  |gil, Hyangnam-eup, +Thudc udng dang rén: Vién nén; vién nén bao phim; vién nang cting; thudc bot; siro kho; 2077 > S  |Office of Food and Drug |luc trong gidy da duoc cap
. ) I S I
Co., Ltd. Hwaseong-si, Gyeonggi- +Thudc udng dang long: hdn dich; ﬁ‘ S? Safety, Korea
do, Korea * Thudc sinh hoc: thuéc tiém thé tich nhd, dung dich phun xit trén da. g? E‘
* Kiém tra chat lwgng: Héa hoc/Vat ly; Vi sinh (khéng vo trung); VO tring; Kiém tra trén dong vat.
50 | 2655 | MK- [Alkaloid AD Boulevard (Blvd.) * Thudc khong vé trung: EU-GMP |409-4/2021- Agency for Medicines 1. Lam rd pham vi chirng nhan "Vién nén bao phim"
001 [Skopje "Aleksandar Makedonski" |+ Vién nén, vién nén bao phim; Vién nang cing. 10 ~ n and Medical Devices, theo CPP san pham do cong ty cung cap.
No.12, 1000 Skopje, North [+ Xuat xuéng. S S [Republic of Slovenia 2. Dinh chinh tén co quan cap chirng nhan, ngay cap va
& & " PN R
Macedonia * Péng goi: :': g ngay hét han theo ding thong tin trén gidy chirng nhan
+Dong géi so cap: Vién nén, vién nén bao phim; Vién nang clng. 2‘ ‘f_{: GMP.
+Dong goi thir cap.
* Kiém tra chat lwgng: Vi sinh (v6 trung/khdng vé trung); Héa ly/vat ly
51 | 2655 | MK- [Alkaloid AD Boulevard (Blvd.) * Thudc khong vé trung: EU-GMP |409-4/2021- Agency for medicinal Dinh chinh ngay cap, ngay hét han, co quan cap theo
001 [Skopje "Aleksandar Makedonski" |+ Vién nén, Vién nang cing. 10 ~ n products and medical dung gidy ching nhan GMP.
No.12, 1000 Skopje, North [+ Xuat xuéng. 9 S |devices of the Republic
& &
Macedonia * Pong goi: :': g of Slovenia
+Dong géi so cdp: Vién nén, Vién nang cirng.. 2‘ ‘f_{:
+Dong goi thir cap.
* Kiém tra chat lwgng: Vi sinh (v6 trung/khdng vé trung); Héa ly/vat ly
52 |3325| MY- |Hoe Lot 10, Jalan Sultan * Thudc khong vo trung: Thudc duing ngoai dang long; Thudc udng dang 1dng; Thudc ban ran (kem, md, gel, lotion). PIC/S-GMP[3175/23 - " National Pharmaceutical |Dinh chinh dia chi co s& san xuat tr "Salangor" thanh
006 |Pharmaceutical [Mohamed 6, Bandar S S [Regulatory Agency "Selangor" theo dung gidy chirng nhan GMP.
I I
Sdn. Bhd Sultan Suleiman, 42000 Y o |(NPRA), Ministry of
o o
Port Klang, Selangor, :‘ ﬁ' Health, Malaysia
Malaysia

Danh séch co s& duwgc Pigu chinh ndi dung da cong bd
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53 [ 2303 | NL- [Delpharm Hogemaat 2, MEPPEL, * Thudc khong vo trung: Vién nang cirng; thudc dung ngoai dang 1dng; vién nén, vién nén bao phim (bao gém ca khéng sinh nhém Penicillin); vién nén bao phim EU-GMP [NL/H Health and Youth Care  |Diéu chinh tén co s& san xuat theo GCN GMP cap nhat.
008 [Meppel B.V. 7942 JG, Netherlands phdng thich cham, vién nén phéng thich kéo dai; thuc bot va thudc cdm. 22/2039388 Inspectorate,
(tén cli: Astellas  |Céch ghi khac: Hogemaat | * Xuat xudng thudc vo tring va thudc khong vo tring. V1 I @ [Pharmaceutical
Pharma Europe 2,7942 G, Meppel, * Ddng goi: 2. 2. Products, Netherlands
B.V.) Netherlands +Dong gdi so cdp: Vién nang clrng; thudc diing ngoai dang Idng; vién nén, vién nén bao phim (bao gdm ca khang sinh nhém Penicillin); vién nén bao phim 3. S
phdng thich cham, vién nén phéng thich kéo dai; thuéc bot. 3 B
+Déng géi thir cap.
* Kiém tra chét lugng.
54 | 3326 | RO- |Sindan - Pharma B-dul lon Mihalache, * Thudc vo trung: EU-GMP |030/2024/R National Agency for Co s& san xuat duoc cong bd Dot 9 véi tén NSX 14 S.C.
003 |SRL (cach ghi nr.11, Sectorul 1, + Thu8c san xuat vd trung: Thudc dong kho (doc t& bao/kim t& [o] Medicines and Medical [Sindan-Pharma S.R.L, cong b Dot 39 véi tén Sindan -
khac S.C. Sindan- |Bucuresti, cod postal bao); thudc 1dng thé tich nho (dc té& bao/kim té bao, hgp chat Devices (NAMMD), Pharma SRL. Tai hd so' ndy, co s& cung cap xac nhan cla
Pharma S.R.L) 011171, Romania (cach chéng ung thu). Romania Co quan quan ly dugc va thiét bi y t& Rumani (NAMMD)
ghi khac: 11th lon + Thudc tiét trung cudi: Thudc dang 1dng thé tich nho (doc té& <« © Ve viéc cdc GCN GMP d3 cap duoc cong bd tai Dot 9 va
Mihalache blvd., Sector  [bao/kim té bao). § § Dot 39 1a clia cing mot co' s& san xuat.
1, Zip code 011171, * Thudc khong vo trung (doc té bao/kim té bao, hgp chat chdng 8‘ 8‘
Bucharest, Romania) ung thu): Vién nang clrng; Vién nén, vién bao phim. 2‘ Q
* Xuat xudng 16 thudc vo trung, thudc khong vé tring.
* Péng goi so cap (thudc ddc té bao/kim té bao, hop chat chdng
ung thu): Vién nang clrng, vién nén, vién nén bao phim.
* Péng goi thr cap.
* Kiém tra chét luong
55 | 2650 TH- |T.P.Drug 98 SOI SUKHUMVIT 62 * Thudc vé trung: PIC/S-GMP|1-2-07-17- o n Food and Drug Gia han hiéu lyc theo gidy chitng nhan GMP cap nhat.
002 (Laboratories YAK 1, PHRA KHANONG +Thudc sn xudt vo trung: dung dich thé tich I¢n; dung dich thé tich nhé; thudc ran (bao gdm ca thudc chira khang sinh nhém Penicillin). 21-00010 S S |Administration (Thai
2 s - ” s 2 o o o
1969) CO., LTD. |TAI, PHRA KHANONG, + Thuéc tiét trung cudi: dung dich thé tich 1&n; dung dich thé tich nhé. & & FDA), Thailand
o o
BANGKOK 10260, * Thudc khéng vé trung chira khang sinh nhém Penicillin: vién nang cirng; vién nén; thudc bot. % ~
= =
THAILAND
56 | 3171 | TR- |Novartis Saglik, |Yenisehir Mahallesi, * Thudc khdng vé trung: EU-GMP |DE_BY_05_G Co quan tham quyén Dinh chinh dia chi theo dung gidy chirng nhan GMP va
012 |Gida Ve Tarim Ihlara Vadisi Sokak No. 2, |Vién nang cttng; Vién nén: Vién nén, vién nén bao dudng, vién nén bao phim, vién ngam. MP_2023_0 @ 9 |Puc dia chi da duoc cong bé trudc day.
Urunleri San. Ve  |Pendik, 34912 Istanbul * Xudt xwdng thudc khéng vé trung 062 8 8
Tic. A.S. (hodc Istanbul, TR 34912), |* Ddng gdi so cap: Vién nang clrng; Vién nén: Vién nén, vién nén bao duong, vién nén bao phim; vién ngdm ﬁ. 3.
Turkey * Déng goi thit cap S 3
* Kiém tra chat lugng: Vi sinh; Vat Iv/héa hoc.
57 | 2404 | TR- | Polifarma llac Vakiflar OSB Mahallesi * Thudc vo trung: PIC/S-GMP|TR/GMP/20 Turkish Medicines and  |B& sung cac cach viét khac clia tén (viét tit va phién am
018 |San. Ve Tic. A.S. [Sanayi Caddesi, No: 22/1 + Thudc tiét trung cudi: Dung dich thé tich I&n; Dung dich thé tich nhé (nhii twong tiém/truyén). 21/298 Medical Devices Agency |day d0 clia ti€ng Thé) theo xac nhan clia co quan cé
(cach viét khac:  |Ergene/Tekirdag, Turkey | +Xuat xudng |6 Thudc vé trung. (TMMDA) tham quyeén vé cac cach viét tén.
Polifarma llac * Péng goi cap 2. b=} 4
Sanayi Ve Ticaret * Kiém tra chat lugng: Vi sinh (V6 trung; Khong vé truing); Héa hoc/Vat ly; Sinh hoc. 2‘ 2‘
A.S. hoic a3 2
Polifarma llac & 3
Sanayi Ve Ticaret
Anomin Sirketi)
58 | 3332 | TR- |Recordatillag Cerkezkdy Organize * Thudc khdng vo trung: Siro; HOn dich xit miii; Dung dich xit ngoai da. PIC/S-GMP |TR/GMP/20 Turkish Medicines and  [Dinh chinh tén co quan cap chitng nhan theo dung gidy
022 (San.VeTic. A.S Sanayi Bolgesi, Karaagag 22/300 ] S [Medical Devices Agency |chirng nhan GMP.
Mah. Atatiirk Caddesi No: 3‘ 3‘
36 Kapakli/Tekirdag, ﬁ‘ ﬁ‘
o &
Turkey [=] o)
59 |[2652 | TW- [TTY Biopharm No.5, Gongjian W.Rd., * Thudc khong vo trung: Vién nén, vién nén bao phim, vién nang cing. PIC/S-GMP [08398 " n  |Ministry of Health and  |Céng b& bd sung pham vi "Thudc san xuat vé trung:
008 |Company Limited [Qidu district, Keelung, * ThuBc vé trung: § § Welfare, Republic of Dung dich thé tich nhé; Thuc déng kho" theo dung gidy
Lioudu Factory Taiwan, R.0.C + Thudc san xuat vé trung: Dung dich thé tich nhd; Thudc déng khé. 8' g' China (Taiwan) GMP va tai liéu k¥ thuat do Céng ty b sung.
kS 8
60 | 2590 | US- |AndersonBrecon (4545 Assembly Drive, Poéng goi cap 1 va dong géi cap 2: thubc ubng dang ran (vién nén, vién nang, vién nang mém, thudc bot/ thude cém). U.S. cGMP |FEl: 1421377 United States Food and |Cép nhat thoi han cong bé dén 31/12/2025 theo thoi
o~ n
019 |Inc Rockford, IL 61109, USA (twong  |Elend: g S [Drug Administration han cla gidy phép san xuat dugc cong b tai Website
& &
duong EU-[10/6/2022 g & |(U.S.FDA) sau khi ndp bdo co thanh tra méi.
S
GMP) =) <
= ™
61 | 2511 US- |Catalent CTS, LLC [10245 Hickman Mills * San xudt va dong géi: Vién nén, vién nén bao phim; Vién nang cing. U.S. cGMP |[FEI: ~ ., |United States Food and | Cap nht thoi han cong b6 dén 31/12/2025 theo thoi
048 Drive, Kansas City, MO * Kiém tra chét luong. (twong 3002929455 & S [Drug Administration han cla gidy phép san xuat duoc cong b tai Website
1N 1N
64137, United States of duong EU-|; 8' & |(U.S.FDA) sau khi ndp bdo cdo thanh tra méi.
I}
America GMP)  |Elend: g <
=
04/03/2022
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NGAY

Puerto Rico 00777, USA
hodc State Road 31
Kilometer 24.6 Juncos,
Puerto Rico 00777, USA)

- Prolia (Denosumab) Single use prefilled syringe (Tén thuwong mai tai Viét Nam: CORORA);

- Kanjinti (Trastuzumab-Anns 150mg, Trastuzumab-Anns 420mg) Vial for injection, Single dose vial (Ddng géi thit cap va xuat xwdng)(Tén thuong mai tai Viét
Nam: KANJINTI);

- Tezspire solution for injection (Tezepelumab 210mg, pre-filled syringe or pre-filled pen) (San xuét ban thanh pham, déng géi so cap va kiém nghiém).

ID |TEN CO'SO'SAN - A NGUYEN | GIAY CH. | NGAY i 5 -
STT (ID CC cT XUAT DIA CHI PHAM VI CHU'NG NHAN TACGMP| NHAN cip :i’; CO' QUAN CAP NOI DUNG PIEU CHINH
62 |[2917 | US- [Amgen Carr 31 Km 24.6, Juncos, |* Thudc sinh hoc san xuat vé tring dong lo, bom tiém déng sén (prefilled syringe) va but tiém dong san (prefilled autoinjector): Bao gdm san pham: U.S. cGMP [FEl: United States Food and  |B6 sung san pham cu thé Tezspire solution for injection
051 [Manufacturing Puerto Rico (PR), 00777, |- Xgeva (Denosumab) 120mg/1.7ml Single use vial (Tén thuong mai tai Viét Nam: XGEVA); (twong (1000110364 Drug Administration theo CPP do Céng ty cung cap.
Limited USA - Repatha (evolocumab) 140 MG/1 ML Prefilled Autoinjector (Tén thuong mai tai Viét Nam: REPATHA); duong EU-|; (U.S. FDA)

(* Cach ghi khac: 24.6 - Mvasi (Bevacizumab-Awwb 100 mg/4 ml, Bevacizumab-Awwb 400mg/16ml) Single dose vial for injection (Déng gdi, ddn nhan, xudt xwdng) (Tén thuong mai tai GMP) El end: 05-
Carr 31, Juncos, PR 00777, |Viét Nam: MVASI); 07-2023
USA hodc State Road 31 - Amgevita (adalimumab 20mg/0.4ml; adalimumab 40mg/0.8ml) Single use Prefilled syringe for injection, Amgevita (adalimumab 40mg/0.8ml) Prefilled o <
Km 24.6, Juncos, Puerto  [Autoinjector (Tén thuwong mai tai Viét Nam: AMGEVITA); q g9
Rico, 00777, USA hodc - Neupogen (Filgrastim) Single prefilled syringe (Tén thuong mai tai Viét Nam: NEUPOGEN); g g
Road 31 Km. 24.6 Juncos, |- Neulasta (PegFilgrastim) Single dose prefilled syringe for injection (Tén thuong mai tai Viét Nam: NEULASTIM); 3‘ E‘
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