Phu lucII

DANH SACH €O’ SO’ SAN XUAT THUOC, NGUYEN LIEU LAM THUOC TAI NWO'C NGOAI PAP 'NG GMP PU'Q'C PIEU CHINH NOI DUNG PA CONG BO TU POT 1 PEN POT 50

Pot 51
( Kém theo céngvansé 1432 /QLD-CLngay 21 /4 /2026 cta Cuc Qudn Iy Duoc)
ID | TEN CO' SO SAN . ] - NGUYEN | GIAYCH. | nGAy | NGAY ~ . N
STT (ID CC cr XUAT PIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP l:lﬁTN CO’ QUAN CAP NOI DUNG DPIEU CHINH
1 | 3422 | BE- |GlaxoSmithKline |Rue de I'Institut 89, 1330, [* Thudc vé trung: EU-GMP |BE/GMP/20 Federal Agency for Piéu chinh pham vi céng b8 theo gidy chitng nhan GMP d3 cap
011 |Biologicals (cdch [Rixensart, Belgium; (cadch |+ Thudc sdn xuat vo trung: Thudc dang 16ng thé tich 16n; Thudc dang ldng thé tich nhé. 24/075 < ~ |Medicines and Health (khéng cu thé dang bao ché dung dich nhu d3 d& nghi cong bé trudc
ghi khéc: ghi khac: Rue de I'Institut |+ Thudc tiét trung cudi: Thudc dang 16ng thé tich 16n;Thudc dang 16ng thé tich nhé. § § Products (FAMHP), dé)
GlaxoSmithKline |89, Rixensart, 1330, + Xu#t xwdng thudc v trung. 8‘ B‘ Belgium
Biologicals SA; Belgium) * Thudc sinlﬁ hoc: : 8‘
GSK Biologicals) + Thudc mién dich; thuéc cdng nghé sinh hoc.
+ Xudt xuwdng thudc mién dich, thudc cong nghé sinh hoc.
2 2448 | BE- |Laboratoires Avenue Thomas Edison * Thudc khong vé trung: EU-GMP (BE/GMP/20 Federal Agency for Cap nhat hiéu lyc cdng b theo gidy chitng nhan méi diéu chinh.
014 [Pharmaceutiques |32, Thines, 1402, Belgium |- Vién nang cltng; thudc dung ngoai dang l6ng; thuéc udng dang 16ng; thudc bot; vién nén, vién nén bao phim. 22/116 Medicines and Health
Trenker (cach ghi - Xuét xuwdng thudc khéng vé trung. Products (FAMHP),
khac: * Pong goi: n © Belgium
Laboratoires - Déng goi so cap: Vién nang cirng; thudc dung ngoai dang ldng; thudc udng dang 16ng; thudc bot; vién nén, § §
Pharmaceutiques vién nén bao phim. g? :‘
Trenker S.A hoic - Déng goi thir cap. 2‘ :‘r‘
Farmaceutische * Kiém tra chat lwgng: Vi sinh (khong vé trung); Héa hoc / Vat ly.
Laboratoria
Trenker N.V)
3 | 4077 | BR- |Antibioticos Do  |Rod Professor Zeferino * ThuBc san xuét vo trung: Thudc bdt pha tiém chira Cephalosporin. U.S. cGMP [FEI: United States Food and  |B& sung céch ghi dia chi méi theo thu xac nhan cla Co quan quan ly
003 |Brasil Ltda Vaz, KM 135, Jardim (twong  |3004132818 Drug Administration s tai (@3 HPHLS) va phu hop véi cach ghi dia chi trén gidy GMP s& tai
Itapavussu, Cosmopolis, duong EU-|; (U.S. FDA) c8p ndm 2024.
Sao Paulo, 13150-000, GMP) El end:
Brazil 27/5/2022
(* Cach ghi dia chi méi:
Rodovia Professor I Q
Zeferino Vaz, SP-332, Km 8 &
135, Itapavussu, 13151- 3 3
350, Cosmdpolis, S3o IN] -
Paulo, Brazil hodc Rodovia
Professor Zeferino Vaz, SP-
332, Km 135, Cosmépolis,
S&o Paulo, Brazil)
4 | 4091 | CL- |Synthon Chile El Castafio N° 145, Valle  |* Thu8c khéng v6 trung: Vién nén, vién nang clrng chita dugc chét hoat tinh cao (chat kim t& bao, chat trc ché  [Chile-GMP [N°18/2024 Public Health Institute  |B& sung pham vi Vién nén hoat tinh cao theo céc tai liéu k§ thuat do
002 |Ltda. Grande, Lampa, Santiago, |mién dich). (twong 3 N |of Chile Cong ty cung cap.
Chile * Péng goi so cap thude khdng vo trling: Vién nén, vién nang clrng. duong 8. 8
* Déng goi thir cap. WHO- EI' 3
* Kiém tra chat luwgng: Vi sinh (vo trung, khéng vé trung); Héa/Ly; Sinh hoc. GMP) Q 2
5 | 4098 | DE- [Simtra KantstraRe 2, 33790 *Thudc vo trung (bao gdm ca hormon, chat doc té bao, chét trc ché mién dich): EU-GMP |DE_NW_02_ Co quan thdm quyén Diéu chinh tén co so san xuét, sé gidy chirng nhan, ngay cap theo gidy
003 [Deutschland Halle/Westfalen, + Thudc sdn xuét vo trung: thudc dong kho; dung dich thé tich nhd; thudc dang rén va cdy ghép; dwoc chat. GMP_2025_ Pirc chitng nhan GMP va xac nhan thay d8i tén clia Co quan thdm quyén
GmbH (tén cii: Germany (Cach ghi khac: | + Thudc tiét trung cudi: dung dich thé tich nhé. 0016 Dirc.
Baxter Oncology |Kantstrasse 2, D-33790- + Xuat xudng 16.
GmbH) Halle, Germany) * ThuBc khéng vé trung: Xuat xuéng 16.
* Thudce sinh hoc: " ©
+San pham mién dich; san phdm liéu phap gen; sdn phdm cong nghé sinh hoc; san pham cé ngudn géc tir § §
ngudi hodc dong vat (chira hormon duogc phan Iap tir nudc tiéu ngudi). :‘ g
+ Xuat xudng 16: san pham cdng nghé sinh hoc; san pham cé ngudn géc tir ngudi hodc dong vat. : g
* Tiét trung duoc chat, ta duoc, thanh pham bang phuong phap loc.
* Pong goi:
+ Ddng gdi so cap: vién nén (Chira chat déc té bao).
+ Déng goi thir cap.
* Kiém tra chat lwong: Vi sinh vat (v trung, khong vé trung), Héa ly, Sinh hoc
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4432

DE-
091

Advance Pharma
GmbH

Wallenroder Strape 8-10
& 12-14, 13435 Berlin,
Germany

1. Nha may tai Wallenroder Strape 12-14:

* San xuat thude khéng vo trung:

+ Vién nang clng

+ Cac dang bao ché rén khac (thudc cém)

+ Vién nén, vién nén bao phim, vién ngam.

+ Khac (san xuat ban thanh pham thudc c6m, vién nén, vién nén bao phim)
* Xuét xuwdng 16

* San xuat thuéc dugc liéu

* Dong goi:

+ Ddng gdi so cap: Céc dang bao ché thudc khéng vé trung trén
+ Déng gdi thir cap

* Kiém tra chat lvong

+Hoa hoc/ Vat ly

2. Nha may tai Wallenroder Strape 8-10:
* Bdo quan

EU-GMP

DE_BE_01_G
MP_2025_0

033;DE_BE_

01_GMP_20
25_0038

10-04-2025

30-11-2026

Co quan thdm quyén
Bbirc

Pinh chinh lai s& nha trong dia chi cla dia diém san xuat tai muc
'Pham vi chirng nhan' theo ddng théng tin trong gidy chirng nhan

GMP d3 duoc cip.

4439

DE-
144

B. Braun
Melsungen AG

Am Schwerzelshof 1,
34212 Melsungen,
Germany

* ThuBc vo trung tiét trung cudi:
+ Thudc dang 16ng thé tich Ién (dung dich, nhii dich).
+ Dung dich thé tich nhé.
* Xudt xuwdng 16 thudc vé trung.
* Péng goi thir cap.
* Kiém tra chat lwgng: Vi sinh (vo tring, khéng vo trung); Vat ly/héa hoc.

EU-GMP

DE_HE_O01_
GMP_2025_
0009

27-01-2025

15-11-2027

Co quan thdm quyén
birc

B& sung thém pham vi "Xu&t xuédng 16: thudc khong vé trung" theo

dung gidy GMP.

4440

DE-
156

Denk Pharma
GmbH & Co. KG

Prinzregentenstr. 79,
81675 Muinchen, Germany

* Xudt xwéng 16 thudc vo trung, khdng vé trung. * Kiém tra chat lwong: Héa hoc/Vat ly.

EU-GMP

DE_BY_04_G
MP_2025_0
047

13-03-2025

29-07-2027

Co quan thdm quyén
birc

Dinh chinh han hiéu lyc tir 29/7/2025 thanh 29/7/2027 theo ding

Gidy chirng nhan.

3724

ES-
050

Laboratorios
Alcala Farma, S.L.

Avenida de Madrid, 82,
Alcald de Henares, 28802
Madrid, Spain

* Thuéc vo trung:
+ Thudc san xuat vo trung: thudc déng kho; dung dich thé tich nhé.
+ Thudc tiét trung cudi: dung dich thé tich nho.
+ Xuat xwdng thudc vé trung.
* ThuBc khdng vé trung: vién nang cirng; thubc dung ngoai dang 16ng; thudc udng dang ldng; céc dang bao ché
rén khac; thuSc ban ran; vién nén, vién nén bao phim.
* Thudc dugc liéu.
* Déng goi:
+ Déng gdi so cap: vién nang cirng; vién nang mém; thudc dung ngoai dang 16ng; thudc uéng dang léng;
thudc vi lvgng ddng cén dang c6m; thubc ban rén; vién nén, vién nén bao phim.
+Déng goi thir cap.
* Kiém tra chat lwgng: Vi sinh (v6 trung; khdng vo truing); Héa hoc/ Vat ly.

EU-GMP

ES/030HVI/2
a4

22-03-2024

14-12-2026

Agency for Medicines
and Health Products
(AEMPS), Spain

Lam rd pham vi "Vién nén bao phim" (theo cach viét chung) sau khi
cung cap CPP clia san pham vién nén bao phim gidi phéng kéo dai

IMDUR

10

4450

ES-
056

Towa
Pharmaceutical
Europe, SL

Calle De Sant Marti 75-97,
Poligono Industrial
Martorelles, Martorelles,
08107, Spain

* Thudc khong v trung: Vién nang clrng; vién nén; vién nén bao; dang bao ché rin khac (pellets); thuéc uéng
dang 16ng (dung dich udng, hdn dich udng); thudc duing ngoai dang 1dng; thudc ban ran (kem, gel, m&).

* Chirng nhan 16

* Péng goi so cap: vién nang cirng; vién nén; dang bao ché rin khac; thudc udng dang 16ng; thudc dung ngoai
dang 16ng; thudc ban ran.

* Péng goi thir cap:

* Kiém tra chat lvong; vat ly/ héa hoc; vi sinh vat.

EU-GMP

NCF/2552/0
01/CAT

08-09-2025

05-09-2026

Ministry of Health of
Government of
Catalonia, Spain

Pinh chinh ngay cap va hiéu lyc theo ding gidy chirng nhan.

11

3012

FR-
045

Delpharm Orleans
(Tén cii: Famar
Orleans)

5 Avenue de Concyr,
Orleans Cedex 2, 45071,
France

* Thu8c khéng vé trung: Thudc duing ngoai dang 16ng; Thudc udng dang ldng; Thudc bdt, thudc cdm; Dang bao
ché ¢6 ap lyc; Thuc dang béan ran; Vién nén, vién nén sti bot.

* Xuat xwdng thudc khéng vé trung.

* Péng gbi so cap: Thubc dung ngoai dang 1dng; Thudc udng dang 16ng; Thudc bot, thudc c6m; Dang bao ché
6 ap lyc; Thudc dang bén ran; Vién nén, vién nén sti bot.

* Péng goi thir cap.

* Kiém tra chat lwgng: Vi sinh (khong vé trung); Héa hoc/Vat Iy.

EU-GMP

2023_HPF_F
R_133

26-09-2023

16-06-2026

National Agency for the
Safety of Medicine and
Health Products
(ANSM), France

B& sung pham vi Vién nén sti bot theo céc tai liéu ki thuat do Cong ty

cung cap.

12

4291

FR:
07

N

GlaxoSmithKline
Biologicals

637 rue des Aulnois, Saint
(hodc St) Amand Les Eaux,
59230, France

*Thu8c san xudt vé trung:

- Thu6c dong khd; Thudc dang 16ng thé tich nho.

*Thudc sinh hoc:

- Thudc mién dich; Thudc cong nghé sinh hoc.

*San pham khac hodc hoat dong san xuat khac:

- Tiét trung duwoc chat, ta duoc, thanh pham: Loc; Nhiét 4m.
*Pdng goi: Dong goi thir cap.

*Kiém nghiém: Vi sinh: v8 tring; Vi sinh: khong vé trung; Héa/ly.

EU-GMP

2022_HPF_F
R_177_P_20
25

04-06-2025

22-07-2027

French National Agency
for Medicines and
Health Products Safety
(ANSM)

Diéu chinh pham vi theo gidy chirtng nhan GMP cap nhét (cung s6 gidy
chirng nhén, can c trén dogt thanh tra cii).
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NGAY

ID | TEN CO' SO’ SAN - " NGUYEN | GIAY CH. | NGAY e A -
STT |ID CC cT XUAT PIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CcAp ll:lli'; CO’ QUAN CAP NOI DUNG PIEU CHINH
13 [ 4301 | GR- |Pharmathen Block No 5, Sapes Rodopi | * Thuéc vé tring: EU-GMP (74191/31- National Organization B6 sung thém céch ghi dia chi theo Gidy xac nhan tén va dia chi do Co
006 |International S.A. [Prefecture, Industrial +Thudc san xudt vo tring: thudc dong kho; thudc dang long thé tich nhd; thudc dang ran va cay ghép (thudc 07-2025 for Medicines (EOF), quan thdm quyén cla nudc sé tai cap.
(Céch ghi khac: Park, Sapes, 693 00, tiém kho). n ~ |Greece
Pharmathen Greece (Cach ghi khac: + Thudc tiét trung cudi: Thudc dang ban ran; thudc dang 16ng thé tich nhé. S =
International SA) |Industrial Park Sapes * Thudc khong vé tring: Vién nang cing; bot pha hdn dich udng; vién nén g g
Rodopi Prefecture, Block |* Xuat xwdng: thudc vé trung; thuc khéng vé trung ) g‘ 2‘
No 5, Rodopi 69300, * Pong goi so cap: vién nang clrng; vién nang mém; vién nén; bdt pha hon dich udng.
Greece) * Péng goi thir cap.
* Kiém tra chat lwgng: Vi sinh (vo trung/khdng vé triing), héa ly, sinh hoc (thir nghiém LAL)
14 | 4134 | GR- |Pharmathen S.A. [Dervenakion 6, Pallini, * Thuéc vo trung: EU-GMP (29515/31- National Organization Piéu chinh bé sung cach ghi dia chi da dwoc cong b dot 22 va thu
012 |(cach ghi khac: 153 51, Greece (cach ghi + Thudc san xuat vo trung: dung dich thé tich 16n, dung dich thé tich nhé 03-2025 for Medicines (EOF), x&c nhan clia co quan cé tham quyén
Pharmathen SA) |khéac : Dervenakion 6, + Thudc tiét trung cudi: dung dich thé tich 16n, dung dich thé tich nho Greece
Pallini Attiki, 15351, * ThuBc khdng vé trung: Vién nang cirng; Vién nén, vién nén bao phim; Thudc dung ngoai dang dng; Vién nén " ©
Greece hoic 6, nhai. S S
Dervenakion Str., 15351 — |* Xu&t xudng: thudc vo trung, thudc khéng vé trung, thudc sinh hoc (sdn pham chiét xut tir ngudi hodc dong g g
Pallini, Attiki, Greece) vét); 8& :‘
* Pong goi so cap: Vién nang cirng; Vién nang mém; Vién nén, vién nén bao phim; Thudc dung ngoai dang
l6ng.
* Péng goi thir cap
* Kiém tra chat lwong: Vi sinh (vo trung, khong vo trung); Héa hoc / Vat Iy; Sinh hoc (LAL test)
15 | 4134 | GR- |Pharmathen S.A. [Dervenakion 6, Pallini, * Thudc vo trung: EU-GMP (29515/31- National Organization Piéu chinh bd sung cach ghi dia chi theo xac nhan cda co quan quan
012 153 51, Greece (Cach ghi + Thudc san xuat vd trung: dung dich thé tich Ién, dung dich thé tich nhé 03-2025 for Medicines (EOF), ly duoc Hy Lap
khac: Dervenakion 6, + Thudc tiét trung cudi: dung dich thé tich Ién, dung dich thé tich nhé. Greece
Pallini Attiki, 15351, * Thudc khong vé trung: Vién nang cirng; Vién nén, vién nén bao phim; Thudc dung ngoai dang 1dng; Vién nén n ©
Greece) nhai. § §
* Xudt xwdng: thudc vo trung, thudc khong vé tring, thudc sinh hoc (sdn pham chiét xuat tir ngudi hodc dong g 8‘
vat). g? :‘
* Péng goi so cap: Vién nang clrng; Vién nang mém; Vién nén, vién nén bao phim; Thudc dung ngoai dang
léng.
* Péng goi thir cap.
* Kiém tra chat lwgng: Vi sinh (vo trung, khong vo tring); Héa hoc / Vat Iy; Sinh hoc (LAL test).
16 | 4309 | ID- |PT.ABBOTT JI. Raya Bogor KM.37, * San xuat thudc khéng vo trung: Thudc bdt ubng (bao gdm cé dang thudc c6m) PIC/S-GMP |PW- Indonesian Food and B6 sung thém céch ghi dia chi cla co s& san xuat theo gidy xac nhan
019 [INDONESIA Sukamaju, Kecamatan - Dbng gbi so cap va dong goi thir cap S.01.04.1.3.3 Drug Authority (Badan  |cla co quan quan ly s& tai.
Cilodong, KOTA DEPOK, 31.05.25- Pengawas Obat dan
Provinsi JAWA BARAT, 0084 " . Makanan - BPOM)
16415, Indonesia (Cach § §
ghi dia chi khac: JI. Raya 8‘ 3‘
Jakarta - Bogor Km. 37, o <
o m

Kel. Sukamaju, Kec.
Cilodong, Depok, Jawa
Barat, Indonesia)

Danh séch co s& dwgc Diéu chinh ndi dung d3 cdng bs

Trang3/8

bot 51



NGAY

stT [Ipcc| P, | TENCO LS DIA CHi PHAM VI CH’NG NHAN NGUYEN | GIAYCH. | NGAY | " e CO QUAN CAP NOI DUNG PIEU CHINH
CT XUAT : y : TAC GMP NHAN CAP HAN Q -
17 | 3883 | IN- |Biodeal Village Sainimajra, * San xuat, déng goi & kiém tra chat lgng: Vién nén, vién nang cirng, thudc dung ngoai (kem, gel, m&, thuéc | WHO-GMP |HFW-H Health & Family Welfare |B& sung cach ghi khac clia tén co s& san xuat (cé thém M/s trudc tén
112 |Pharmaceuticals [Nalagarh-Ropar Road, bét, thudc nhé tai, thuéc xit mii, thuéc nhé mii). [Drugs] Department Himachal riéng).
Ltd. (cach ghi Nalagarh, Distt. Solan, * San pham cuy thé: 327/06 Pradesh, India
khac: M/s Biodeal |(HP), 174101, India + Vién nén bao phim: Azithromycin Tablets USP 500mg, 250mg (Azithromycin 500mg, 250mg); Clarithromycin
Pharmaceuticals Tablets USP 500mg (Clarithromycin 500mg); Clopidogrel Tablets U.S.P. 75mg (Clopidogrel 75mg);
Ltd.) Esomeprazole Gastro Resistant Tablets 40mg, 20mg (Esomeprazole 40mg, 20mg); Rosuvastatin Tablets 10mg,
20mg (Rosuvastatin 10mg, 20mg); Fexofenadine hydrochloride tablet USP 180mg (Fexofenadine HCI 180mg);
Atorvastatin Tablets (Atorvastatin 10mg, 20mg); Domperidone Tablets BP 10mg (Domperidone 10mg);
Pantoprazole Gastro Resistant Tablets 20mg (Pantoprazole 20mg); Pantoprazole Sodium Tablets 40mg
(Pantoprazole 40mg); Levofloxacin Tablets USP 250mg, 500mg (Levofloxacin 250mg, 500mg); Cetirizine Tablets
BP 10mg (Cetirizine HCl 10mg); Ciprofloxacin Tablets USP 500mg (Ciprofloxacin 500mg); Mebeverine Tablets
BP (Mebeverine HCI 135mg); Levocetirizine Tablets (Levocetirizine HCl 5mg); Ranitidine Tablets (Ranitidine < ~
150mg); Roxithromycin Tablets (Roxithromycin 150mg); Voriconazole Tablets 50mg, 200mg (Voriconazole 8 S
50mg, 200mg); Chlordiazepoxide and Clidinium Bromide Tablets (Chlordiazepoxide 5mg, Clidinium Bromide :': g
2.5mg); Chlordiazepoxide Tablets USP 5mg (Chlordiazepoxide 5mg); Sildenafil Citrate Tablets USP 50mg, z S,
100mg (Sildenafil 50mg, 100mg); Teneligliptin Tablets 20mg (Teneligliptin 20mg); Bilastine 20mg and ° °
Montelukast 10mg Tablets (Bilastine 20mg, Montelukast 10mg); Sitagliptin Tablets BP (Sitagliptin 50mg);
Sitagliptin and Metformin hydrochloride Tablets (Sitagliptin 50mg, Metformin HCI 1000mg); Montelukast
Sodium and Levocetirizine Dihydrochloride Tablets (Montelukast 10mg, Levocetirizine Dihydrochloride 5mg);
Levocetirizine Dihydrochloride and Montelukast Sodium Tablets (Levocetirizine Dihydrochloride 2.5mg,
Montelukast 5mg); Ursodeoxychoic Acid Tablets BP 150mg, 300mg (Ursodeoxychoic acid 150mg, 300mg);
Megadeal Pregabalin & Methylcobalamin Tablets (Pregabalin 75mg, Methylcobalamin 1500mcg).
+ Vién nén: Telmisartan Tablets USP 40mg, 80mg (Telmisartan 40mg, 80mg); Lisinopril Tablets USP (Lisinopril
10mg, 20mg); Amlodipine Besilate tablet USP 5mg, 10mg (Amlodipine 5mg, 10mg); Metformin Tablets BP
(Metformin HCI 500mg); Gliclazide Tablets BP 80mg (Gliclazide 80mg); Paracetamol Tablets BP 500mg
(Paracetamol 500mg); Glibenclamide Tablets B.P. 5mg (Glibenclamide 5mg); Telmisartan and
Hydrochlorothiazide Tablets USP (Telmisartan 80mg, Hydrochlorothiazide 12.5mg); Levothyroxine sodium
18 | 3297 | IN- [Gland Pharma Survey No 143-148, 150 & |Bot dong kho pha tiém U.S. cGMP |FEI: U.S. Food and Drug Gia han hiéu lyc cdng b8 dén 31/12/2026 theo thong tin cap nhat
121 |Limited 151, Near (twong (3002647489 Administration (US FDA) |trén website US FDA.
Gandimaisamma Cross duong EU-
Roads, D P Pally, GMP) |El End:
Gandimaisamma Mandal, 25/7/2024
Medchal-Malkajgiri Inspection
District, Hyderabad, ID: 1210381
Telangana, IN-500043,
India. = 2
(Cach ghi khac: Sy. No. 8 &
143 to 148, 150 & 151, 3 3
Near Gandimaisamma 5 -

Cross Roads, D. P. Pally,
Dundigal Post, Dundigal-
Gandimaisamma Mandal,
Medchal-Malkajgiri
District, Hyderabad - 500
043, Telangana, India)
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FLUCONAZOLE CAPSULES BP 150 MG; FEXOFENADINE TABLETS BP 120 MG, 180 MG; GLIMEPIRIDE TABLETS
USP 1 MG, 2 MG, 3 MG, 4 MG; GLIPIZIDE TABLETS USP 5 MG; GLICLAZIDE TABLETS BP 80 MG; GABAPENTIN
CAPSULES BP 400 MG, 300 MG; IRBESARTAN TABLETS USP 150 MG, 300 MG; IRBESARTAN AND
HYDROCHLOROTHIAZIDE TABLETS USP (150 MG + 12.5 MG); LEVOCETIRIZINE DIHYDROCHLORIDE TABLETS USP
5 MG; LEVOFLOXACIN TABLETS USP 250 MG, 500 MG; LOSARTAN POTASSIUM TABLETS USP 25 MG, 50 MG,
100 MG; LOSARTAN POTASSIUM AND AMLODIPINE TABLETS (50MG+5MG); LOSARTAN POTASSIUM AND
HYDROCHLOROTHIAZIDE TABLETS USP (50 + 12.5 MG); METFORMIN HYDROCHLORIDE EXTENDED-RELEASE
TABLETS USP 500 MG, 1000 MG; METFORMIN HYDROCHLORIDE TABLETS USP 500 MG; METFORMIN
HYDROCHLORIDE EXTENDED-RELEASE AND GLIMEPIRIDE TABLETS (500 MG + 1 MG, 500 MG + 2 MG);
METFORMIN HYDROCHLORIDE PROLONGED-RELEASE AND GLIMEPIRIDE TABLETS (1000 MG + 1 MG, 1000 MG
+2 MG); METFORMIN HCL EXTENDED-RELEASE, PIOGLITAZONE HCL & GLIMEPIRIDE TABLETS
(500MG+15MG+1MG, 500MG+15MG+2MG); METOPROLOL SUCCINATE EXTENDED-RELEASE & AMLODIPINE

ID | TEN CO'SO'SAN ’ . NGUYEN | GIAY cH. |neAy | NG&Y - R -

STT |ID CC cT XUAT PIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CcAp :i’; CO’ QUAN CAP NOI DUNG PIEU CHINH
19 | 4157 | IN- [Aurobindo Unit -VII, Special Main Block: EU-GMP |FT002/MH/0 National Authority of Diéu chinh:

155 |Pharma Limited  [Economic Zone TSIIC, Plot |* Thu8c khéng vé trung: vién nang clng, vién nén, vién nén bao phim, vién nang mém. 01/2024 Medicines and Health + B6 sung pham vi Vién nang mém theo dung Gidy chirng nhan;
(hodc Aurobindo  |No. S1, Sy Nos * Péng gbi so cap cac san pham trén; Products + B6 sung céch viét tén clia co s& theo cong bd GMP trudc clia Cuc
Pharma Limited - |411/P 425/P 434/P 435/P |* Déng gdi thir cap; (INFARMED), Portugal Quan ly Duog;

Unit VII) and 458/P Green * Kiém tra chat lwong: vi sinh khéng vé trung; Hoa hoc/ vat ly. + B6 sung céch viét dia chi clia co s& theo cong bd GMP truwéc clia
Industrial Park, (Pham vi chitng nhan chi ép dung cho thu8c san xu4t tai Main Block tai dia chi co s&) Cuc Quén ly Dugc dot 43.
Polepally Village,
Jedcherla Mandal,
Mahabubnagar, 509302
India S L
(céch ghi khac: Unit VI, 8 &
SEZ, TSIIC, Plot No. S1, b= S
Survey Nos: 411/P, 425/P, 3 a
434/P, 435/P 458/P,
Green Industrial Park,
Polepally Village,
Jedcherla Mandal,
Mahaboobnagar District,
Telangana State, India)
20 | 4479 | IN- |Unison C/6, Steel Town, Opp. - Unitl: WHO-GMP |25075881 Food & Drug Control Piéu chinh pham vi "Vién nén bao" thanh "Vién nén bao phim" theo

233 |Pharmaceuticals |Nova Petro, Moraiya, Tal - [Thudc khong vé trung: Vién nén, vién nén bao phim, vién nang cirng. Administration, Gujarat |dung dang bao ché trong danh muc san phadm dinh kém bdo céo
Pvt. Ltd. Sanand, Dist. - - San pham: state, India thanh tra.

Ahmedabad - 382 213, - AMLODIPINE BESYLATE TABLETS USP 5 MG, 10 MG; ATENOLOL TABLETS USP 25 MG, 50 MG; ACECLOFENAC

Guijarat State, India. (* AND PARACETAMOL TABLETS (100 MG + 500 MG); ACECLOFENAC, PARACETAMOL AND CHLORZOXAZONE

Cach ghi khac: Plot no - TABLETS (100MG+325MG+250MG); ACECLOFENAC CONTROLLED RELEASE TABLETS 200 MG; ACECLOFENAC

C/6, Steel Town, Opp TABLETS 100 MG; ATORVASTATIN CALCIUM TABLETS USP 10 MG, 20 MG, 40 MG; ACETAMINOPHEN

Nova Petro, At & Post- EXTENDED RELEASE TABLETS USP 650 MG, 1000 MG; CARVEDILOL TABLETS USP 12.5 MG, 6.25 MG;

Moraiya, Tal- Sanand, City |CLOPIDOGREL TABLETS USP 75mg; CETIRIZINE HYDROCHLORIDE TABLETS USP 10 MG; CILNIDIPINE TABLETS 5

-Moraiya - 382213, Dist. - |MG, 10 MG, 20 MG; CELECOXIB CAPSULES BP 100 MG, 200 MG; CARBAMAZEPINE TABLETS BP 200 MG;

Ahmedabad, Gujarat CHLORPHENAMINE MALEATE, PHENYLEPHRINE HYDROCHLORIDE, CAFFEINE AND PARACETAMOL TABLETS

State, India) (2MG+10MG+30MG+500MG); DICYCLOMINE HYDROCHLORIDE AND PARACETAMOL TABLETS (20 MG+ 500 n o
MG); DICLOFENAC SODIUM AND PARACETAMOL TABLETS (50 MG + 500MG); DESLORATADINE TABLETS USP 5 2] ]
MG; DICLOFENAC SODIUM, PARACETAMOL AND CHLORZOXAZONE TABLETS (50 MG+325MG+250MG); :1‘ :
DOMPERIDONE TABLETS BP 10 MG; FLUCONAZOLE TABLETS USP 100 MG, 150 MG, 200 MG, 400 MG; g :

- -
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ID | TEN CO' SO’ SAN - " NGUYEN | GIAY CH. | NGAY e A -
STT |ID CC cT XUAT PIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CcAp ll:lli'; CO’ QUAN CAP NOI DUNG PIEU CHINH
21 | 4172 | IN- [AnnoraPharma |Sy No. 261, Annaram * ThuBc khdng vé trung: EU-GMP |NL/H Health And Youth Care |Diéu chinh pham vi (cu thé thém pham vi thuéc Hormon cho vién
323 |Private Limited Village, Gummadidala - Vién nang cirng; thudc 16ng dung dudng udng; bét pha dung dich udng; vién nén, vién nén bao phim (bao 24/2051808 Inspectorate, nén, vién nén bao phim; thudc uéng dang 16ng) theo gidy chirng nhan
Mandal, Sangareddy gdm ca thudc chira hormon). Netherlands EU GMP d3 cép.
District, Hyderabad, * Déng goi:
Telangana, 502313, India |+ Ddng gdi so cap: Vién nang cing; thuc udng dang ldng; thudc bét pha dung dich udng; vién nén, vién nén
bao phim (bao gdm ca thuéc chira hormon).
+ Déng gdi ther cap. = ]
* Kiém tra chat lwgng: vi sinh (khong vé trung), Héa hoc/Vat ly. 2. 8
Gidi han pham vi chitng nhan: g. ;
Building 1 - Phong: Specialty Block; 2 3
Building 1 - Phong: Hormon Block;
Bulding 2 - Phong: Module I;
Bulding 2 - Phong: Module II;
Bulding 2 - Phong: Module 111,
Bulding 2 - Phong: Module IV;
Bulding 2 - Phong: Module V.
22 | 4350 | IN- |Medicamen Plot No. 84-85, Sector-6A, [Thudc diéu tri ung thu: Vién nén, vién nang, thu8c bot déng khé pha tiém. WHO-GMP|17P/1/37/20 ~ n Directorate General of  |B& sung danh sach san pham theo bao céo thanh tra GMP.
505 [Biotech Limited. [lIE, Sidcul, Ranipur, San pham: Capecitabine Tabs 150 mg; Capecitabine Tabs 500 mg; Temozolomide Capsules 100 mg; 18/10708 § § Medical Health & Family
Haridwar, Uttarakhand, Temozolomide Capsules 250 mg; Bortezomib for Injection 3.5 mg/vial g g Welfare, Uttarakhand,
An Do @ & |india
23 | 3473 | JP- |Utsunomiya Plant |16-3, Kiyohara- * S3n xuat ban thanh pham, déng gdi so cap, kiém tra chat lwgng: Enspryng 120mg (Satralizumab, 120mg/ml) Japan- (3217 Ministry of Health, B6 sung céch ghi khac cla tén va dia chi co s, thong tin vé dang bao
008 |of Chugai Pharma |Kogyodanchi, Utsunomiya-|dung dich tiém dudi da, bom tiém ddng san. GMP Labour and Welfare ché va lam rd cac cong doan san xuat theo CPP cla san phdm
Manufacturing city, Tochigi, Japan (céch (twong o © (MHLW), Japan Enspryng.
Co., Ltd. (cach viét khac: 16-3, Kiyohara duong EU- § §
viét khac: Chugai [Kogyodanchi, Utsunomiya GMP) 8‘ <o‘r
Pharma City, Tochigi 321-3231, RI (,\L‘
Manufacturing Japan)
Co., Ltd.)
24 | 3549 | KR- |Daewon Pharm. |24, Jeyakgongdan 1-gil, * Thudc khong chira khéng sinh beta lactam, khéng chita chat cé hoat tinh hormon va khéng chira chat doc té€ | PIC/S GMP |2024-D1- Gyeongin Regional Piéu chinh pham vi Nhii dich tiém thanh Nhii twong tiém theo y kién
067 |Co., Ltd. Hyangnam-eup, bao: 0742 N 9 |Office of Food and Drug |cta Hoi ddng tu van cdp s6 dang ky luu hanh thudc.
Hwaseong-si, Gyeonggi- + Vién nén, vién nén bao phim, vién nén bao dudng; si ro kho. 3. g Safety, Ministry of Food
do, Republic of Korea + Thudc tiém (dung dich tiém, dung dich dam dic pha tiém truyén, nhii twong tiém). 8. g and Drug Safety, Korea
+Si r6 (dang 1dng); hon dich udng. 3 ]
* Thudc chira chit cd hoat tinh hormon: HAn dich udng chira hormon sinh duc.
25 | 4246 | LV- |PHARMIDEASIA |Rupnicu lela 4, Olaine, LV- [* Thudc vé trung: EU-GMP |ZVA/LV/202 State Agency of BG sung thém céch ghi tén, dia chi co s& san xut theo xac nhan cla
002 |(Céch ghi khac: 2114, Latvia (Céch ghi + Thu6c sén xuat vé trung (bao gdm ca (including) thuéc déc té bao/ kim t& bao): Thudc déng khé, thudc dang 4/017H Medicines (ZVA), Latvia |cla co quan quan ly cé thdm quyén nudc s& tai Latvia.
SIA Pharmidea) khéc: Rupnicu iela 4, 16ng thé tich nhé.
Olaine, Olaines novads, + Thudc tiét trung cudi (bao gom ca (including) thudc ddc té bao/ kim té bao): thudc dang 16ng thé tich nhé. < ~
LV-2114, Latvia) +Ching nhan 16 S S
* Déng goi thur cap & i
* Kiém tra chat lvong: iy 2
+ Vi sinh: thudc vé trung, thudc khéng vé trung. © ~
+Hoa/ly
+ Sinh hoc.
26 | 4220 | MY- |Zuellig Pharma No. 15, Persiaran Pasak DPéng goi thir cap PIC/S-GMP (3728/25 Ministry of Health B6 sung céch ghi dia chi (thay déi gitra "Seksyen U8" va "SEK.U8" do
011 [Sdn. Bhd. Bumi, Seksyen U8, Malaysia tir "Seksyen" phién &m sang Tiéng Anh la "section" cé nghta la khu
Perindustrian Bukit virc; "SEK.U8" a tir viét tat cha "Seksyen U8).
Jelutong, 40150, Shah
Alam, Selangor, Malaysia Q ]
(Cach viét khéc: No. 15, 8 &
Persiaran Pasak Bumi, 8. :‘
SEK. U8, Perindustrian I\ S

Bukit Jelutong, 40150
Shah Alam, Selangor,
Malaysia)
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STT |ID CC cT XUAT PIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP :i’; CO' QUAN CAP NOI DUNG PIEU CHINH
27 | 4382 | Nz- |Douglas Corner Te Pai Place and * ThuBc khdng vé trung PIC/S-GMP | TT60-42-16- Medicines and Medical |Diéu chinh pham vi cdng b8 théng nhat v&i pham vi ghi trong trong
001 Manufacturing Central Park Drive, - Vién nang ct*ng (bao gdm ca thudc chdng ung thw, thudc (rc ché mién dich) 33 Devices Safety Authority |Céng védn s& 4050/QLD-CL (Dot 48) ngay 14/11/2025, két qua tra ctru
Ltd. Lincoln, Auckland 0610, |- Vién nang mém (bao gom ca thudc chira hormon, thudc chéng ung thu, thudc trc ché mién dich) (Medsafe), New Zealand |trén website clia Cuc Quan ly Duoc va diéu chinh lai ndi dung céng bd
New Zealand. - Vién nén, vién nén bao phim (bao gdm ca thudc chita hormon, thuéc chéng ung thu, thudc trc ché mién theo SOP.
dich); vién nén bao duong (bao gdbm ca thudc chira hormon, thudc chdng ung th, thudc (e ché mién dich)
- Thu8c dung ngoai dang 16ng (bao gém ca thudc chira hormon): Dung dich, Lotions, dau 90 9
- Thudc udng dang 1dng: Siro, dung dich (bao gdm ca thudc chira hormon), hdn dich (bao gom ca thuéc chira 8. 8
hormon). g g
- Dang bao ché rén khac: thude bot S =
- Thudc dang ban rén: Gel (bao gdm ca thudc chira hormon), Elixir, thuéc m& (bao gbm ca thuéc chira
hormon); Kem (bao gom ca thudc chira hormon, thudc chéng ung thu, thudc e ché mién dich); Thudc md;
Shampoo; B6t nh3o (pastes) (bao gdm ca thudc chira hormon)
28 | 3160 | PT- |Farmalabor- Zona Industrial De * Thudc khong vé trung: Vién nang cirng; Thudc dung ngoai dang 16ng; Thudc udng dang ldng; Thudc bot, EU-GMP |F005/S1/MH National Authority of Gia han hiéu lyc d&n 31/12/2025 theo gidy GMP gia han (cung s8
010 |Produtos Condeixa, Sebal, 3150- thudc c6m; Thudc ban rén; Thudc dan; Vién nén, vién nén bao phim. /001/2023 Medicines and Health gidy).
Farmacéuticos 194, Portugal (Céch ghi - Xuét xuwdng thudc vé trung; thudc khong vé trung. Products (INFARMED),
S.A. (Céch ghi khac: Zona Industrial de * Pong goi: Portugal
khac: Medinfar Condeixa-a-Nova, +Ddng gbi so cap: Vién nang clrng; Vién nang mém; Thudc dung ngoai dang 1dng; Thudc udng dang 1éng;
Manufacturing, Condeixa-a-Nova, 3150-  [Thudc bét, thudc cdm; Thudc ban rén; Thudc dan; Vién nén, vién nén bao phim. 0 ]
S.A.) 194, Portugal hodc +Ddng géi thir cap: Miéng dén qua da va thudc vé trung. 2. g
Parque Industrial * Kiém tra chat lwgng: Vi sinh (khong vé trung); Héa hoc/Vat ly (bao gdbm Hormon Testosterone propionate). 8. ;‘
Armando Martins 3 -
Tavares, Rua Outeiro da
Armada, no5, Condeixa-a-
Nova, 3150-194 Sebal -
Portugal)
29 | 4600 | PT- |Laboratorios Basi |Parque Industrial Manuel [* Thudc vé trung: EU-GMP |F016/S1/MH National Authority of Cép nhat pham vi chirng nhén theo ding gidy chirng nhan GMP.
013 |Industria Lourenco Ferreira Lote 8 |+ Thudc san xuat vo trung: Dung dich thé tich nho. /001/2025 Medicines and Health
Farmaceutica S.A. |15 e 16, Mortagua, 3450- |+ Thudc tiét trung cudi: Dung dich thé tich I&n; dung dich thé tich nhd. Products (INFARMED),
232, Portugal * Thudc khdng vé trung: thudc dung ngoai dang 1ong; thudc udng dang Idng; dang bao ché ban rén. Portugal
* Xudt xwdng thudc vé trung; thudc khong vé trung,
* Thudc sinh hoc n o
+5an phdm cd ngudn gdc tir ngudi hodc dong vat: thudc chira dan suét tir heparin § §
+ Xudt xudng 16 thudc sinh hoc: San pham cé ngudn géc tir ngudi hodc dong vat: thudc chira dan suét tir : g‘
heparin o <
* Déng goi: ° -
+Déng gdi so cap: thude dung ngoai dang 10ng; thudc udng dang long; dang bao ché ban ran.
+Ddng gdi thit cdp: vién nén va vién nang (vién nang cirng, vién nang mém); san pham vé trung: thuéc déng
kho
* Kiém tra chat lwong: Vi sinh (v6 trung (thuéc déng kho)/khéng vé trung); Héa hoc/Vat Iy.
30 | 4235 SI- |Novartis Verovskova (hodc * ThuBc khong vé trung: EU-GMP |450- Agency For Medicinal Piéu chinh cach ghi dia chi va lam rd pham vi cong bé theo hd so d&
009 [Pharmaceutical  |Verovikova) Ulica 57, +Vién nang cing (bao gdm ca thudc trc ché mién dich, thudc kim té bao). 14/2023-6 Products and Medical nghi
Manufacturing LLC|Ljubljana, 1000, Slovenia |+ C8m pha dung dich/h&n dich udng; Thudc bdt udng; Pellets. Devices of The Republic
+Vién nén, vién nén bao phim (bao gdm ca thudc kim t& bao, thudc trc ché mién dich). of Slovenia
+ Chirng nhan 16.
* Thudc sinh hoc:
+ Thuéc céng nghé sinh hoc. Q 9
+ Chat ly gidi vi khuan déng khé (vién nang cirng). 8, 8
+ Chi*ng nhan 16: Thudc cdng nghé sinh hoc; Chat ly gidi vi khuin déng khé. 5 8
* Thudc duoc lidu: Vién nang clrng. 2 3

* Dong goi:

+Doéng gdi so cap: Vién nang cing (bao gdm ca thudc trc ché mién dich, thudc kim té bao); Vién nang mém;
C8m pha dung dich/hdn dich udng, Thudc bdt udng; Pellets; Vién nén (bao gdbm ca thudc kim t& bao, thudc trc
ché& mién dich).

+Déng gbi thir cap.

* Ki€m tra chét lwong: Héa/Ly; Sinh hoc.
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31 | 4604 | SK- [Saneca Nitrianska 100, 920 27 - Thu8c khéng vé trung: EU-GMP [SK/028V/20 State Institute for Drug  |Dinh chinh ngay cip 28/11/2025 theo ding gidy chirng nhan GMP.
003 [Pharmaceuticals [Hlohovec, Slovak + Thuc khéng v6 trung: vién nang clrng, vién nang mém, thudc dung ngoai dang 16ng, thudc udng dang léng, 25 Control, Slovakia
a.s. Republic, Slovakia cac dang bao ché rén khac (vién sti, vién nén phan tén trong miéng, pellet), thudc ban ran (nhi twong), vién
nén, vién nén bao phim.
+ Xudt xudng 2 X
- Thudc dugc liéu & &
- Dong goi: :. 8
+ Ddng gdi so cap: vién nang clrng, vién nang mém, thudc dung ngoai dang ldng, thudc udng dang 16ng, cac X pat
dang bao ché rén khac (vién sdi, pellet), thudc ban rén (nhii twong), vién nén, vién nén bao phim.
+ Déng gdi thir cap
- Kiém tra chat lwgng: Vi sinh (v6 trung, khdng vo trung); Héa hoc/Vat ly; Sinh hoc (LAL test)
32 |[3672| TH- |Siam Bheasach 123 Soi * Thudc vo trung: PIC/S-GMP [1-2-07-17- Food and Drug Piéu chinh Iam rd pham vi thudc khéng vo trung: vién nén bao phim
004 |Co., Ltd Chokechairuammitr, - Thu8c san xudt vé trung: Dung dich thé tich nhd; Thudc bét pha tiém (bao gdm ca thudc bot pha tiém chira 24-00070 Administration (Thai sau khi co s& cung cap CPP
Vibhavadi-Rangsit Road, |khdng sinh nhém Cephalosporin, carbapenem). FDA), Thailand
Chomphon, Chatuchak, - Thudc tiét trung cudi: Dung dich thé tich nhé. < ~
Bangkok 10900 and 9 Soi | * Thudc khéng vé trung: § §
Chokechairuammitr 3, - Vién nang cirng; Siré; Thudc dung ngoai dang 16ng; Thudc bét; Vién nén, vién nén bao phim. g é’
Vibhavadi-Rangsit Road, |- Thudc vién nén, vién nang clng, thudc bot chira khang sinh nhém Cephalosporin é &E
Dindang, Dindang,
Bangkok 10400, Thailand
33 | 3682 | US- |Merck Sharp & 4633 Merck Road, Wilson, |* Déng géi so cap va thi cap thudc dang dong lo, ép vi va dang géi (sachets). U.S. cGMP [FEI: United States Food and |Gia han hiéu lyc cdng b dén 31/12/2026 theo théng tin cap nhat
025 |Dohme Corp. North Carolina, 27893, * Péng goi thir cap thudc dang lo, inhaler, cartridge, bom tiém, kits. (twong [1036761; o o |Drug Administration trén website US FDA.
Wilson Plant United States duwong EU- [El end: S S [(US.FDA)
GMP) |03/05/2018;| o 2
El end: E :
16/11/2023 | ”
34 | 3824 | US- |Patheon 5900 Martin Luther King | * Thu8c khéng v trung: Thuc c6m; vién nén, vién nén bao phim. U.S. cGMP [FEI: United States Food and  |Cap nhat pham vi cong b& san pham cy thé theo CPP va diéu chinh
031 [Manufacturing Jr. Highway (hodc Hwy), | * Thudc sinh hoc: Thudc san xuat v tring: Vac xin cim — Afluria Quad (pre-filled syringes: bom tiém déng san) | (twong |1018495; El N 9 [Drug Administration cach ghi dja chi co s& san xuat.
Services LLC Greenville, NC (hoac va Flucelvax QIV (multi-dose vials: lo da liéu); va VAc xin COVID-19 — mRNA-1273.815; Mvasi (bevacizumab duong EU- |end: 2. 8 (U.S. FDA)
North Carolina) 27834, 100mg/4ml); Mvasi (bevacizumab 400mg/16ml); Tecvayli (teclistamab 30 mg/3ml & teclistamab 153 GMP) |23/02/2024 8. 3
USA mg/1,7ml); Talvey (talquetamab 3 mg/1,5 ml & talquetamab 40 mg/ml) < =
35 | 3942 | US- |Pharmacia and 7000 Portage Road, * Thudc sinh hoc: Vaccine mRNA/LNP (COVID-19/Cominaty); San pham tir huyét tuwong. U.S. cGMP |FEl: United States Food and |1. Gia han hiéu lyc cong b6 tai IDCC 3942 dén 31/12/2026 theo thong
049 |Upjohn Company |Kalamazoo, MI 49001, * Thudc vo trung thé tich nhé (dang 1dng va déng kho). (twong 1810189; EI Drug Administration tin cdp nhat trén website US FDA.
LLC United States of America |* Thudc khong vé trung dang ldng va dang ban ran. duong EU-|end: - o |(US.FDA) 2. B4 dong San pham cu thé dé tranh hiéu nham viéc co s& chicé 1
(* Céch ghi khac: 7000 * ZIRABEV (Dung dich tiém truyén; Bevacizumab 100mg/4ml, Bevacizumab 400mg/16mg). GMP) |16/06/2023 § § san pham.
Portage Road, Kalamazoo, g g‘
Michigan (M) 49001, ) -
United States (USA)) - ”
36 | 4615 | US- [Janssen-Cilag State Road 933, Km 0.1, *Vién nén. U.S. cGMP (FEI: o " United States Food and  |B& sung pham vi chitng nhén "San pham Spravato Nasal spray
050 |Manufacturing, Mamey Ward, Gurabo, * Kiém tra chat lwong: Héa hoc/Vat ly; Vi sinh (V6 trung, khéng vé trung). (twong (3006244497 S S [Drug Administration (Esketamine HCI)" theo CPP s3n pham Spravato va c.GMP declaration
LLC Puerto Rico 00778, USA * S&n pham Spravato Nasal spray (Esketamine HCl): San xuét, Déng géi thit cap va xuat xuéng. duong EU-|; El end: 23- : E (U.S. FDA) xac nhan béi US FDA.
GMP) 11-2021 ; :
o~ m
37 | 2324 | US- |Janssen-Cilag State Road 933, Km 0.1, *Vién nén. U.S. cGMP (FEI: o " United States Food and  |Diéu chinh pham vi céng b8 phu hgp vé&i CPP sdn pham Spravato va
050 |Manufacturing, Mamey Ward, Gurabo, * Kiém tra chat lwgng: Héa hoc/Vat ly; Vi sinh (V6 trung, khéng vé trung). (twong  |3006244497 S S |Drug Administration ¢.GMP declaration xac nhan b&i US FDA.
LLC Puerto Rico 00778, USA  |* Sdn pham Spravato Nasal spray (Esketamine HCl): San xuat, Déng géi thr cip va xuat xudng. duong EU-|; El end: 23- X : (U.S. FDA)
GMP)  [11-2021 5 ;ﬂ'
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