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Phu luc Il

Dot 49
( Kém theo céngvdansé 140  /QLD-CLngay 12 /01 /2026 cta Cuc Qudn Iy Dworc)
ID |TEN CO SO SAN . ] " NGUYEN | GIAY cH. | NcAy | NCAY ~ . L
STT |ID CC cT XUAT PIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP l:liTN CO’' QUAN CAP NOI DUNG DIEU CHINH
1 4074 | BD- |Everest Plot No.: B-45, 46 & 33, Thuéc khéng vé trung: Vién nén, vién nén bao phim (bao gém ca thudc chéng ung thw), vién [WHO-GMP|DGDA/6- < o |Directorate General of B8 sung pham vi vién nén bao phim theo SMF va CPP do Cong ty cung
033 |Pharmaceuticals |BSCIC I/A, Kanchpur, nang cirng (bao gébm ca thudc chéng ung thw); Thudc bét, thude cdm. 227/2018/17 § § Drug Administration, cap.
Limited Narayanganj, Bangladesh 218 3 S |Bangladesh
g | s
2 4078 | BY- |"BELMEDPREPARA[19/8, Kachana st., Lida, * Thudc vo trung: EAEU- |GMP/EAEU/ Ministry of Health of the |Diéu chinh:
014 [TY" Republican Lida district, Grodno + Thudc san xuét vo trung (Workshop No. 18 - Site No. 1): Thudc bét chira khéng sinh GMP BY/00353- Republic of Belarus 1. B& sung céch ghi khac clia tén co s& (chi ddo thit tu).
Unitary region, 231286, Republic |Cephalosporin déng lo thay tinh 10ml, 20ml. (twong [2024 2. Diéu chinh lai dja chi theo dung gidy GMP, b6 sung cach ghi khéc
Production of Belarus + Xudt xudng 16. duong (chi dao vi tri postcode).
Enterprise (hodc |(Céch ghi khdc: 19/8, * Péng goi thir cap. PIC/S-
Republican Kachana st., Lida, Lida * Kiém tra xuat xudng: Vi sinh (v trung, khéng vé triing); Héa/Ly; Sinh hoc. GMP)
Unitary district, 231286, Grodno | * Ghi cht: Bdo quan thanh pham (3/6, Fabritsius lane, 220007, Minsk, Republic of Belarus); N N
Production region, Republic of Bao quan nguyén liéu va thanh phdm (7/1, 7/6-2, 7/6-4, 7/11, 7/12, Betonny proezd, 8. 8.
Enterprise Belarus) 220036, Minsk, Republic of Belarus; 19, 19/3, 19/8, Kachana street, 231286, Lida, Grodno :‘ 3
"BELMEDPREPARA region, Republic of Belarus); Kiém nghiém hda Iy va vi sinh (30, Fabritsius street, 220007, N 9
TY") Minsk, Republic of Belarus; 19, 19/8, 27 Kachana street, 231286, Lida, Grodno region,
(Tén viét tat: Republic of Belarus); Kiém nghiém sinh hoc (1/10, Mayakovskogo street, 220006, Minsk,
Belmedpreparaty Republic of Belarus).
RUE)
3 | 3510 | CN- |Hybio 2nd Luhui Road, Kengzi Thudc san xuat vé trung: Dung dich thé tich nhé (déng lo, déng cartridge). WHO-GMP |Y20160125 Medical Products Diéu chinh cach ghi dja chi CSSX theo x4c nhan cla co quan tham
091 [Pharmaceutical Jinsha community, Administration of quyén nudc s tai
Co. Ltd. Pingshan district, Guangdong Province,
Shenzhen, China (Cach ghi I v [China
khac: 2nd Luhui Road, 8 8
Kengzi Jinsha community, :‘ :‘
Pingshan district, 518122, 8 8
Shenzhen, China)
4 [ 3704 | CY- [Remedica Limited [Aharnon Street, Limassol |Building 10-Antineoplastic, Immunomodulating agents, Hormones and corticosteroids: EU-GMP [REMBUILDIN Pharmaceutical Services [B6 sung cach ghi tén co' s& san xuét theo xac nhan clia Co quan quan
005 [hodc Remedica Industrial Estate, Limassol, [* Thuc khéng vé trung chéng ung thu: vién nang clrng; vién nén; vién nén bao phim. G10/2024/0 Ministry of Health, ly s& tai.
LTD (Building 10- |3056, Cyprus * Xuat xwdng thudc khéng vé trung. 01 Cyprus
Antineoplastic & * Dong goi: N 9
immunomodulatin +Déng gbi so cap: thudc khdng v trung chdng ung thu: vién nang cirng; vién nén, vién nén 8 8
g products) bao phim. : :
+Déng goi thir cap. N S
* Kiém tra chat lwgng: vi sinh: khéng vé trung; héa hoc/ vat ly.
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NGAY

+Déng goi so cap: Vién nang clrng; thudc dung ngoai dang 16ng; thudc udng dang léng;
thudc bdt va thudc c8m; vién nén, vién bao (bao gdbm ca thudc chira hormon), dang bao ché
bén ran.

+Déng goi thir cap.

* Kiém tra chat lwgng

ID [TEN CO SO SAN . - . NGUYEN | GIAY CH. | NGAY = Pe ~ A, 2
STT |ID CC cT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP ll:lliTN CO’' QUAN CAP NOI DUNG PIEU CHINH
5 [ 3009 | ES- |LABORATORIOS |Travesia de Roncesvalles |* ThuSc khéng vo trung: Vién nang clng; Vién nén, vién nén bao phim. EU-GMP [NCF/02/202 Health Department of B6 sung céc cach ghi dia chi khac theo thu xac nhan clia Co quan cap
049 [CINFA, S.A. ne1, 31699 Olloki * Xuat xuwdng: miéng dan qua da, thudc dan, thudc ban ran va vién nang mém. 3 the Navarre chirng nhan.
(Navarra), Spain * Dong goi: Government, Spain
(* Céch viét khac: +Déng gbi so cap: vién nang clrng; vién nén, vién nén bao phim.
- Avda. de Roncesvalles, + Déng goi thir cap.
s/n 31699 Olloki * Kiém tra chat lwgng: Vi sinh (khong vo trung); Héa hoc/Vat Iy.
(Navarra), Spain;
- Travesia Roncesvalles, 1, " ©
31699 Olloki (Navarra), § §
Spain; 8‘ g
- Travesia Roncesvalles, 1, th ~
31699 Olloki (Navarra), - -
Spain;
- Travesia de
Roncesvalles, 1, 31699
Olloki (Navarra), Spain)
6 | 4283 | FR- |Mayoly Industrie |20 Rue Ethe Virton, Dreux, |* ThuGc vé trung: xuat xudng 16 EU-GMP |2023_HPF_F French National Agency |[Diéu chinh lai pham vi dang bao ché d3 cong bé tir “thudc bot pha hon
020 |(tén ci la: 28100, France (Cach ghi  |* Thu6c khéng vé trung: R_043_P_20 for Medicines and dich ung” thanh “thudc bdt” theo dung gidy chitng nhan EU-GMP.
Beaufour Ipsen khéc: Rue Ethe Virton, + Vién nang ctng; thudc udng dang 16ng (hdn dich, dung dich); thudc cdm, thudc bot; vién 25_ND Health Products Safety
Industrie) Dreux, 28100, France) nén, vién bao. " ~ (ANSM)
+ Xuat xudng 16 S S
* Thudc duoc lidu. ;" :
* Dong goi: ﬁ ?
+Doéng géi so cap: Vién nang clrng; thudc udng dang ldng (hdn dich, dung dich); thudc com, © o
thudc bdt; vién nén, vién bao.
+Ddng goi thi cp.
* Kiém tra chat lwgng: Vi sinh (khdng vé trung); Héa hoc/Vat Iy
7 | 4136 | HU- |Gedeon Richter  |Gyémréi ut 19-21., * Thu6c vé trung: EU-GMP |NNGYK//170 National Centre for Piéu chinh cach ghi dia chi cla co s& san xuat theo ndi dung d3 cong
001 |Plc. Budapest X, 1103, + Thudc san xudt vo trung: Dung dich thé tich I&n; Dung dich thé tich nhd; Thuéc déng khé 68-9/2025 Pubic Health and b8 Dot 47, dong thoi bd sung thém cach ghi khéc cla dia chi theo gidy
Hungary (Cach ghi khac:  [(bao gdbm ca thudc cé chira chat kim té bao); hon dich tiém Hydrocortison-Lidocatin-Richter. Pharmacy, Hungary chirng nhan GMP.
Gyémréi at 19-21., + Thudc tiét trung cudi: Dung dich thé tich Ién; Dung dich thé tich nhé.
Budapest, 1103, Hungary [+ Xu&t xuéng 16.
hodc Gyomroi Ut 19-21, * ThuGc khéng vo trung:
Budapest X, 1103, + Vién nang clrng; thudc dung ngoai dang 16ng; thudc udng dang ldng; thudc bdt va thudc
Hungary) c8m; vién nén, vién bao (bao gdm ca thudc chira hormon), dang bao ché ban ran.
+ Xuat xudng 16.
* Thudc sinh hoc: ] Q
+ San pham cdéng nghé sinh hoc; san pham chiét cé ngudn géc tir nguwdi hodc dong vat. 8 8
+ Xuat xwdng 16: San pham céng nghé sinh hoc; san pham chiét ¢ ngudn gdc tir ngudi hodc 8 8|
dong vat 4y A
* Pong goi:
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ID |TEN CO SO SAN . ) - NGUYEN | GIAYCH. |ncAy |N6AY - . N
STT |ID CC cT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP l:liTN CO’' QUAN CAP NOI DUNG PIEU CHINH
8 |[3097 | ID- [PT.CKD OTTO Kawasan Industri Delta Thuéc tiém déng khé (thudc ung thu) PIC/S-GMP [PW- National Agency for Piéu chinh nguyén tdc GMP thanh PIC/S-GMP theo ding gidy chirng
028 |PHARMACEUTICAL|Silicon 3, JI Kapuk Timur S.01.04.1.3.3 Drug and Food Control  |nhan.
S Blok F23 No 17, Lippo 31.09.23- (NADFC), Indonesia
Cikarang, Kelurahan 0116 @ *
Cicau, Kecamatan 2. 2.
Cikarang Pusat, oof oof
Kabupaten Bekasi, a S
Provinsi Jawa Barat,
17530, Indonesia.
9 |[3096 | ID- |PT.CKD OTTO Kawasan Industri Delta Thudc tiém thé tich nho (thudc ung thu) PIC/S-GMP |PW- National Agency for Diéu chinh nguyén tac GMP thanh PIC/S-GMP theo ding gidy chirng
028 |PHARMACEUTICAL|Silicon 3, JI Kapuk Timur S.01.04.1.3.3 Drug and Food Control  |nhan.
S Blok F23 No 17, Lippo 31.09.23- (NADFC), Indonesia
Cikarang, Kelurahan 0115 @ *
Cicau, Kecamatan 8. 8.
Cikarang Pusat, 8‘ 8‘
Kabupaten Bekasi, a S
Provinsi Jawa Barat,
17530, Indonesia.
10 | 4144 | IE- |Rottapharm Damastown Industrial Thu8c khdng vé trung: Vién nang cing; thudc udng dang ldng; thudc bdt pha dung dich EU-GMP |35445/M008 Health Products B& sung céch ghi dia chi da dugc cong bd dot 25 theo dé nghi cla
012 (Limited Park, Mulhuddart, Dublin  [u6ng; vién nén. 68/0001 " ~ Regulatory Authority cong ty.
15, D15 XD71, Ireland S S |(HPRA), Ireland
(Cach ghi khac: o iy
Damastown Industrial g g
Park, Mulhuddart, Dublin « ~
15, Ireland)
11 | 3743 | IN- |[M/sTheon Vill. Sainimajra, Tehsil * ThuGc khéng vo trung: Vién nén, vién nén bao, vién nang cing, sird khd, thudc dung ngoai |WHO-GMP [ HFW-H Health and Family Thu hep pham vi cdng b8, bd mét s8 pham vi cdng bd theo két qua
002 |Pharmaceuticals [Nalagarh, Distt. Solan (thudc kem, thuéc m&). [Drugs] welfare department, kiém tra thurc té tai co s& theo QP s6 667 va 668/QD-QLD ngay
Ltd. (H.P), India * San pham: 233/06 Himachal Pradesh, India [11/11/2025 cta Cyc truwdng Cuc QLD:
Vién nén bao phim Azithromycin Tablets USP 500mg; Vién nén bao phim Ciprofloxacin + Thu8c khéng vé trung non beta lactam: Dang géi (sachet);
Tablets USP 500mg; Vién nén Doxofylline Tablets 400mg; Vién nén Betahistine + Céc san pham: Vién nén Deflazacort Tablets 6 mg, Vién nén bao
Dihydrochloride Tablets BP 16 mg; Vién nén bao phim Metformin Hydrochloride Tablet USP < © phim Thiocolchicoside, Aceclofenac & Paracetamol Tablets; Voglibose
850mg; Vién nén Glimepiride; Vién nén bao phim Sitagliptin Tablets USP 100mg; Vién nang =] S & Metformin HCI (SR) Tablets; Vién nang cttng Prebiotic & Probiotic
clrng Rabeprazole Sodium (EC) and Levosulpiride (SR) Capsules; Thu6c m& Mupirocin g g Capsules; Kem béi ngoai da Terbinafine Hydrochloride BP 1% w/w;
Ointment IP 2% w/w; Bot pha hdn dich Azithromycin for Oral Suspension USP 200mg/5ml; é g Bot pha hdn dich Azithromycin for Oral Suspension USP 200mg/5ml.
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12

3103

IN-
081

DR.REDDY'S
LABORATORIES
LTD

DR.REDDY LABORATORIES
LTD, BIOLOGICS, SURVEY
NO.47 & 44(PART),
BACHUPALLY VILLAGE,
BACHUPALLY MANDAL,
MEDCHAL - MALKAJGIRI
DISTRICT,IN-500090,INDIA
(Cach ghi khac: Biologics,
Survey No. 47 & 44 (part),
Bachupally Village,
Bachupally Mandal,
Medchal Malkajgiri
District, Pin code 500090,
Telangana State, India)

Building CCM2, CCM4, FFM1 (trir thuSc déng khd) va QC2:

* Thudc vo trung: thudc cong nghé sinh hoc: Dung dich thudc tiém thé tich nhé (Rituximab)

* Kiém tra chat lvgng

Tuong
duwong EU-
GMP

UK GMP
8512 Insp
GMP
8512/32739
422-000[H]

31-07-2023

15-05-2026

Medicines and
Healthcare Products
Regulatory Agency
(MHRA), United Kingdom

B6 sung thém cach ghi khéc clia dia chi clia co s& san xuat theo thu

xac nhan clia Co quan quan ly s& tai.

13

4157

IN-
155

Aurobindo
Pharma Ltd - Unit
Vil

Unit -VII, Special
Economic Zone TSIIC, Plot
No. S1, Sy Nos

411/P 425/P 434/P 435/P
and 458/P Green
Industrial Park,

Polepally Village,
Jedcherla Mandal,
Mahabubnagar, 509302
India

Main Block:

* Thudc khéng vo trung: vién nang clrng, vién nang mém; vién nén, vién nén bao phim.
* Poéng gbi so' cap cac san pham trén;

* Dong goi thir cap;

* Kiém tra chat lwgng: vi sinh khong vé trung; Hod hoc/ vat Iy.

(Pham vi chirng nhan chi dp dung cho thudc san xuat tai Main Block tai dja chi co s&)

EU-GMP

FT002/MH/0
01/2024

12-11-2024

13-10-2026

National Authority of

Medicines and Health
Products (INFARMED),
Portugal

B& sung pham vi vién nang mém theo Gidy chitng nhan EU-GMP va

bdo cao thanh tra tuong ing.

14

3302

IN-

Concord Biotech
Ltd (cach ghi dia
chi khac Concord
Biotech Limited)

Unit-l, 297-298/2P, At
Valthera, Ta. Dholka,
Ahmedabad, Gujarat-
382225, India (cach ghi
khac: Unit-I1, 297-298/2P,
Valthera, Tal-Dholka, Dist.-
Ahmedabad-382 225,
Gujarat State, India)

Vién nén, vién nén bao phim, vién nang cirng

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

FEI:
3012520698
(El end: 13-
17/10/2023)

17-10-2023

31-12-2026

United States Food and
Drug Administration (US
FDA)

Gia han hiéu lyc GMP dé&n 31/12/2026 theo dit liéu tra ciru théng tin

clia co' s& san xudt clia US FDA.

15

3892

IN-
317

Lee Pharma
Limited (M/s. Lee
Pharma Limited)

Plot No. V, Phase-Il, VSEZ,
Duvvada, Sabbavaram,
Visakhapatnam 530 049,
India (Cach ghi khac: Plot
No. V, Phase-ll, VSEZ,
Duvvada, Sabbavaram
(M), Visakhapatnam
District - 530 049, Andhra
Pradesh, India)

Vién nén, vién nén bao phim, vién nang cirng

EU-GMP

NNGYK/029
75-3/2025

17-02-2025

14-12-2027

Co quan tham quyén
Hungary

Diéu chinh s gidy chirng nhan EU-GMP theo dung gidy chirng nhan

GMP va b6 sung céch ghi dia chi theo tai liéu Cong ty cung cap.
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ID |TEN CO SO SAN . ) - NGUYEN | GIAYCH. |ncAy |N6AY - . N
STT |ID CC cT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP ﬁiTN CO’' QUAN CAP NOI DUNG PIEU CHINH
16 | 3901 | IN- [Nanz Med Science |[Rampur Ghat, Paonta * Thudc khéng vo trung dung ngoai: Thudc kem; m&; lotion; gel; dung dich; thudc bét. WHO-GMP [DCA/SLN/D State Drugs Controller, |B& sung pham vi Povidone-lodine Topical Solution USP 10% trong
510 |Pharma Pvt. Ltd. |Sahib, Distt-Sirmour (H.P.) [* Danh muc san phdm theo bao cdo thanh tra: Povidone-lodine Germicide Gargle; Povidone- ML/09/48 Controlling cum danh muc san pham d&cong bé theo CPP va hd so ndp PKT do cong ty
173025, INDIA lodine Ointment USP 5%; Gamma Benzene Hexachloride & Cetrimide Lotion, Ketoconazole Licensing Authority, b6 sung.
Shampoo BP, Silver Sulfadiazine Cream USP 1%w/w, Povidone-lodine Microbicidal Powder; Himachal Pradesh, India
Ethyl Alcohol with Isopropyl Alcohol Gel; Lindane Lotion USP, Mupirocin Ointment IP, < "
Lignocaine Hydrochloride Gel IP, Whitfield’s Ointment IP, Chlorhexidine Mouth Wash IP, S S
Clotrimazole Cream IP, Clotrimazole Absorbent Dusting Powder, Miconazole Cream IP, :'r‘ g
Mometasone Furoate Cream IP, Clotrimazole Mouth Paint, Diclofenac Gel BP; Clobetasol & 2 oo'o
Salicylic Acid Ointment; Silver Sulphadiazine Cream IP; Povidone-lodine Ointment USP 10%; b ©
Clindamycin Phosphate Gel USP; Povidone-lodine Topical Solution USP 10%
17 [ 4355 IT- |Special Product's |Via Fratta Rotonda Vado |*Thudc khéng vo trung: Vién nang cing; Vién nang mém; Thudc dang Idng dung ngoai; EU-GMP [IT/17/H/202 AIFA Italian Medicines B6 sung pham vi theo dung Gidy chirng nhan GMP.
018 |Line S.P.A. Largo, 1-03012 Anagni Thudc ubng dang Idng (bao gdm ca corticosteroids hormon); Thudc bét, thudc cdm; Thuéc 5 - ~ |Agency
(FR), Italy ban rén (hormon va dugc chat cé hoat tinh hormon), thudc d&t (hormon va duorc chat cé S S
hoat tinh hormon); Vién nén, vién nén bao phim (bao gdm c& hormon, thuéc ddc t& m r,l‘
bao/thudc kim t& bao). 2 g
*Thudc duoc liéu o ~
* San pham chiét xudt tir dong vat hodc ngudi
18 | 2702 | JP- |Nitto Medic Co., |1-14-1, Yasuuchi, Yatsuo- [* S&n phim: Latanotoa, Ophthalmic Liquids and Solutions (Latanoprost 0.050mg/ml) Japan- |914 - ~ Ministry of Health, Dinh chinh dia chi co s& san xut, b8 sung thém m3 buu dién (939-
024 |Ltd machi, Toyama-city, GMP S S [Labour and Welfare 2366) trén dia chi theo gidy chirng nhan GMP d3 cong bé.
Toyama, 939-2366, Japan (twong E E (MHLW), Japan
duong EU- ﬁ E
GMP) o o
19 [ 2882 JP- |Nitto Medic Co., |1-14-1, Yasuuchi, Yatsuo- |* S&n phdm: Bimatoprost Ophthalmic Solution 0,03% MB Japan- |895 Ministry of Health, Piéu chinh tén co s& san xuat dong thoi lam rd tén cla dia diém san
024 |Ltd. (Name of the |machi, Toyama-city, GMP ° ~ |Labour and Welfare xut cla san phdm duoc cong b6 GMP
manufacturing Toyama, 939-2366, Japan (twong g S [(MHLW), Japan
site Nitto Medic duwong EU- S :,
Co., Ltd Yatsuo GMP) i 2
Plant) © ~
20 | 3397 | KR- |Shin Poong 70, Sandan-ro 19beon-gil, [Factory 2: PIC/S-GMP |2024-D1- Gyeongin Regional 1. B8 sung pham vi chitng nhan d6i véi "thudc chira khéng sinh nhém
100 |Pharm. Co., Ltd. |Danwon-gu, Ansan-si, * ThuBc udng dang ran: Vién nén, vién nén bao phim, thudc cém. 0308 Office of Food and Drug  |Penicillins" va myc "Kiém tra chat lwgng: Héa hoc/vat ly, vi sinh
(*Cach ghi khac:  [Gyeonggi-do, Republic of |* Thuéc chira khéng sinh nhém penicillins: Vién nén (bao gdm vién nén bao), bdt pha siro < © Safety, Korea (khéng v trung), vé trung" theo dung théng tin trén Gidy chirng nhan
Shin Poong Korea (dry syrups) g g GMP; trong d6 lam rd "Factory 2" tai pham vi cdng b8 do tén CSSX tai
Pharmaceutical * Kiém tra chat lwgng: Hoa hoc/vat ly, vi sinh (khéng vé triing), v trung : :: bdo cédo thanh tra c6 thém "Factory 2".
Co., Ltd.) @ :i,' 2. B6 sung cach ghi tén NSX (Pharmaceutical hodc Pharm.) do cong ty
o o ndp kém GPSX thé hién 2 tén nay Ia clia mot CSSX, cung link tra clru
GPSX online.
21 |[3945 | PL- [Pharmaceutical 21, W. Pola Street, 58- * ThuBc khong vo trung: Thudc dung ngoai dang dng, thudc dang béan ran EU-GMP |ISF.405.2.20 Co quan quan ly dwgc  [Diéu chinh hiéu lyc theo gidy chirng nhan EU-GMP cép nhat
035 |Works JelfaS.A.  |500 Jelenia Gora, Poland  |* Xu&t xwdng thuéc khéng vé tring 24.1P.1 pham Ba Lan 20/10/2026 va b8 sung thém céch ghi tén va dia chi clia co s& san
(Tén Ba Lan: (Céch ghi khac: ul. * Péng goi WTC/0036_ N 9 xudt bang tiéng Anh theo ban dich tiéng Anh cla gidy GMP duoc
Przedsiebiorstwo |Wincentego Pola 21, 58- |- Ddng géi so cap: thudc dung ngoai dang 1dng; thudc dang ban ran 01_05/2 2. 2. HPHLS va tai liéu xac nhan cach ghi khéc clia dia chi co s& san xuat.
Farmaceutyczne |500 Jelenla Géra, Poland) |- Déng géi thir cap 5.' 2[
JelfaS.A.) * Kiém tra chat lwgng: ] <
- Vi sinh: thuéc khéng vé trung
- Hoéa hoc/ vat ly
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o o ar S e +v | NGAY
ID [TEN CO SO SAN 2 - . NGUYEN | GIAY CH. [ NGAY = Pe ~ A, 2
STT |ID CC cT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP ﬁiTN CO’' QUAN CAP NOI DUNG PIEU CHINH
22 (4395 | SI- [Lek Verovskova Ulica 57, * Thu6c khéng vo trung: EU-GMP |401- Agency for Medicinal Dinh chinh hiéu lyc tir "12/06/2026" thanh "06/12/2026" theo gidy
001 |Pharmaceuticals [Ljubljana, 1526, Slovenia |+ Thuéc Idng duing ngoai (bao gdm ca hormon va thudc cé hoat tinh hormon) 20/2023-6 Products and Medical chirng nhan GMP d3 cap.
d.d. + Thudc udng dang ldng (bao gdm ca hormon va thuéc c6 hoat tinh hormon) Devices of the Republic
+ Xult xudng < © of Slovenia (JAZMP)
- Déng géi: § §
+ Déng gbi so cap: Thudc ldng dung ngoai (bao gdm ca hormon va thudc cé hoat tinh < &
hormon); Thuéc udng dang 1dng (bao gdm ca hormon va thuéc cé hoat tinh hormon) 3 E
+Déng goi thir cap ” ©
- Kiém tra chat lugng: Vi sinh(thuéc vé trung/thudc khdng vo trung); VAt ly/ Héa hoc; Sinh
hoc
23 | 4401 | TW- |Medigen Vaccine |No.68, Shengyi 3rd Rd., ENVACGEN: s3n xuat tir chung virus géc dén vac xin ban thanh pham (bulk); pha ché, chiét | PIC/S-GMP |F3AB3BDF5 " w |Ministry of Health and  [Pinh chinh I8i chinh ta tén san pham trong ndi dung céng bé tir
032 |Biologics Corp. Zhubei City, Hsinchu rét, déng géi dang bom tiém dong sén D § § Welfare, Republic of "EUVACGEN" thanh "ENVACGEN:"
County, Taiwan (R.0.C.) X @ [China (Taiwan)
& <)
o~ ~N
24 [ 3680 US- [AstraZeneca 587 Old Baltimore Pike, Bot pha hén dich udng. U.S. cGMP (FEl: < © United States Food and  |Gia han hiéu luc cong b& dén 31/12/2026 theo théng tin cap nhat trén
014 [Pharmaceuticals [Newark, DE 19702, USA San pham : Bot pha hdn dich udng Lokelma (sodium zirconium cyclosilicate) 5g va 10g. (twong  |2517100; EI S S |Drug Administration (US |website US FDA.
Lp duong EU- |End: 3 % |Foa)
o
GMP) [26/04/2024 | & x
~N (32]
25 [ 2985 | US- |AstraZeneca 587 Old Baltimore Pike, * Thudc khéng vo trung: vién nén bao phim U.S. cGMP |[FEI: - © United States Food and  |Gia han hiéu luc cong b6 dén 31/12/2026 theo thdng tin cap nhat trén
014 |Pharmaceuticals |Newark, DE 19702, USA (twong  [2517100; EI = S [Drug Administration (US |website US FDA.
LP duong EU- |End: 1y & |Foa)
o —
GMP) |19/07/2023 s -
— o
26 |3567 | US- |Genentech, Inc. |4625 NE Brookwood * Thu6c tiém thé tich nho, thudc déng khd, thudc tiém thé tich Ién, thudc sinh hoc. U.S. cGMP |FEI: < o United States Food and  |Gia han hiéu lyc cong b6 d&n 31/12/2026 theo thong tin cip nhat trén
016 Pkwy, Hillsboro, Oregon * Kiém tra chat lwgng: Vi sinh; D6 vé trung; Ha/Ly; Sinh hoc. (twong |3007232634;| S S |Drug Administration website US FDA.
(OR) 97124, United States duong EU-| Elend:19- | & a4 |ws. Foa)
o —
(USA) GMP)  [04-2024 & b
- (32]
27 |3824 | US- [Patheon 5900 Martin Luther King | Thudc sinh hoc: Thudc san xuat vo tring: Vac xin cim — Afluria Quad (pre-filled syringes: U.S. cGMP [FEI: < o |United States Food and (1. Gia han higu lyc cong b6 dén 31/12/2026 theo théng tin cap nhat
031 [Manufacturing Jr. Highway, Greenville, bom tiém déng s&n) va Flucelvax QIV (multi-dose vials: lo da liéu); va Vac xin COVID-19 — (twong  [1018495; EI S S [Drug Administration trén website US FDA.
o~ o~ 3 2 r3 » . a
Services LLC NC (hodc North Carolina) |mRNA-1273.815; Mvasi (bevacizumab 100mg/4ml); Mvasi (bevacizumab 400mg/16ml) duong EU- [end: & &  |(US.FDA) 2. B6 sung pham vi ghi tén san pham cu thé (Mvasi) theo CPP do Cong
o - v
27834, USA GMP) |23/02/2024 s & ty cung cép.
o~ o
28 | 3942 | US- [Pharmacia and 7000 Portage Road, * Thuéc sinh hoc: Vaccine mRNA/LNP (COVID-19/Cominaty); San phadm tir huyét tuong. U.S. cGMP |FEl: United States Food and B8 sung san phdm cu thé ZIRABEV (Dung dich tiém truyén
049 |Upjohn Company |Kalamazoo, M1 49001, * Thudc v trung thé tich nhd (dang 1dng va dong kho). (twong 11810189; EI Drug Administration Bevacizumab 25mg/ml) theo CPP do Céng ty cung cap.
LLC United States of America [* Thudc khéng vo trung dang Idng va dang bén ran. duong EU- [end: " " (U.S. FDA)
(* Cach ghi khac: 7000 * San pham cu thé: GMP) |16/06/2023 S S
Portage Road, Kalamazoo, [+ ZIRABEV (Dung dich tiém truyén Bevacizumab 25mg/ml). E :
-
Michigan (MI) 49001, g | =
United States (USA)) - «
29 | 3683 | US- [Sanofi Pasteur Inc. |1 Discovery Drive Vac-xin MENACTRA® (Vac-xin ndo mé cau (nhém A, C, Y va W-135) polysaccharide cong hop |U.S. cGMP [FEI: < © United States Food and  |Gia han hiéu lyc cong b6 dén 31/12/2026 theo théng tin cap nhat trén
062 Swiftwater, PA 18370, gidi doc to bach hau); Vac-xin MENQUADFI (Véc-xin Ndo mé cau (nhém A, C, Y va W-135) (twong  |[2518760; EI S S [Drug Administration (US |website US FDA.
United States polysaccharide cong hop giai doc t6 udn van); Vic-xin FLUZONE HIGH-DOSE (vic-xin Cim dwong EU- |End: g g FDA)
tam gid); Co s& déng gdi thir cap clia thuc BEYFORTUS (Nirsevimab 50mg/0,5ml va GMP) |02/08/2024 & &
o
Nirsevimab 100 mg/1ml) ”
30 |3943 | US- [Merck Sharp & 5325 Old Oxford Road, * San xuét (khéng bao gdm san xuit nguyén liéu dau vao |a ban thanh pham vi rat) va déng  |U.S. cGMP |FEI: < o |United States Food and  |Gia han hiéu lyc cong b6 dén 31/12/2026 theo théng tin cap nhat trén
072 [Dohme LLC (Tén [Durham, North Carolina  |géi cap 1 thanh pham véc xin dong khdé M-M-R Il (Measles, Mumps and Rubella Virus (twong |3006525584;| & S [Drug Administration website US FDA.
~N ~N
cii: Merck Sharp  |(NC), 27712, United State [Vaccine Live). duong EU- | El end: &b &  |(US.FDA)
o —
& Dohme Corp.) |(USA) GMP) |12/06/2024 & -
— m
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ID |TEN CO SO SAN . ) - NGUYEN | GIAYCH. |ncAy |N6AY - . N
STT |ID CC cT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP l:liTN CO’' QUAN CAP NOI DUNG PIEU CHINH
31 | 3828 | US- |Patheon 2110 E Galbraith Rd, Vién nang cirng Koselugo 10mg; Vién nang ctrng Koselugo 25mg U.S. cGMP |FEI: United States Food and  |1. Gia han hiéu lyc céng b dén 31/12/2026 theo théng tin cap nhat
074 |Pharmaceuticals |Cincinnati, OH, 45237 — (twong |1510437 EI o © Drug Administration (US |trén website US FDA.
Inc. 1625, Hoa Ky (cach ghi duong EU- [End: S S [FDA) 2. B8 sung cach ghi dia chi co s& san xuat theo CPP.
khac: 2110 East Galbraith GMP) |21/04/2023 | & by
Road, Cincinnati, OH, 2 :
45237 - 1625, Hoa Ky) ~ ”
32 |[3685 | US- |AstraZeneca 3001 Red Lion Rd, Thudc sdn xuat vo trung: Véc-xin Cm mua tam gid, song giam doc luc, dang xjt mii FluMist |U.S. cGMP [FEI: United States Food and  |Gia han hiéu lyc céng b6 dé&n 31/12/2026 theo thong tin cip nhat trén
078 |Pharmaceuticals |Philadelphia, PA 19114 - (twong  |3004829714;| 9 |Drug Administration (US |website US FDA.
LP 1123 (Céch ghi khac: dwong EU- | El end: S & |FDa)
3001 Red Lion Road, GMP)  [24/06/2025 | & g
Philadelphia, PA 19114) 3 b=t
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