Phu luc Il

DANH SACH CO' SO’ SAN XUAT THUOC, NGUYEN LIEU LAM THUOC TAI NUO'C NGOAI PAP 'NG GMP PU'Q'C PIEU CHINH NOI DUNG PA CONG BO TU POT 1 PEN PO'T 49

Dot 50
( Kém theo cong vins6 684

/QLD-CLngay 02 /3 /2026

ctia Cuc Qudn Iy Dworc )

* Dong goi:

+ Ddng goi so cdp: vién nang clrng, thudc dung ngoai dang long, thudc udng dang long, cac
dang bao ché rén khac (c6m pha dung dich udng), vién nén.

+Ddng goi thi cap.
* Kiém tra chat lwgng: vi sinh vat (vo trung/khéng vé trung), héa hoc/vat Iy.

ID |TEN CO SO SAN . ) " NGUYEN | GIAY CH. |ncAy |N6AY - . N
STT [ID CC cT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP l]:i’; CO’ QUAN CAP NOI DUNG PIEU CHINH
1 4253 | BE- [UCBPharmaSA [Chemin du Foriest, Braine- |* ThuSc khéng vé trung: Vién nén, vién nén bao phim EU-GMP |BE/GMP/20 Federal Agency for Piéu chinh cach ghi tén va dia chi khéc theo cong b6 tai dot 28
012 [(hodc UCB I'Alleud, 1420, Belgium * Xuat xwédng 16 21/140 " © Medicines and Health
Pharma) (céch ghi khac: Chemin Du =] S [Products (FAMHP),
Foriest 1, Braine-L'alleud, $ E Belgium
1420, Belgium) 2 Iy
o~ o~
2 | 4076 | BE- |Odyssea Pharma |Rue Du Travail 16, Grace- |* Thudc vé trling: thudc tiét tring cudi: Dang rin va cdy ghép. EU-GMP |BE/GMP/20 ' © |Federal Agency for Gia han 01 ndm theo gidy GMP c4p lai (cung s6).
021 Hollogne, 4460, Belgium  |* Xuat xwéng 16 thudc vé trung 22/056 § § Medicines and Health
* Pong gbi thir cap s & |Products (FAMHP),
* Kiém tra chat lvgng: vat Iy/ héa hoc g' m Belgium
3 | 4083 | CH- |Zambon Via Industria 13, 6814 * ThuBc vé trung san xuat vo trung (bao gdbm hoat dong xuat Tuwong  |GMP-CH- Swiss Agency for B8 sung hoat dong xuat xuwdng (Technical release) theo dung Gidy
010 |Switzerland Ltd Cadempino, Switzerland  |xudng - technical release): Thu8c bét pha dung dich tiém/truyén duong EU- (1006692 Therapeutic Products chirng nhan.
chira khdng sinh nhém Carbapenem GMP " ~ (Swissmedic)
* ThuBc khdng vé truing: Vién nén; vién nén sui bot; thuéc bot, S S
thudc cém. Z Z
* Doéng gdi so cap: cac dang thudc khdng vo trung néu trén; z :
* Péng goi thir cap; - -
* Kim tra chét lwgng: vi sinh v trling va khéng vé triing, hod
hoc./vat ly.
4 | 4107 | ES- |Labiana ¢/ Casanova, 27-31, 08757 |* Thudc vé trung: EU-GMP |NCF/2476/0 Ministry of Health of Lam rd pham vi thu6c c6m pha dung dich uéng theo CPP san pham do
025 [Pharmaceuticals, |Corbera De Llobregat + Thudc san xuat vé trung: Thudc déng kho (bao gébm ca thudc chira hormon hodc chat c6 01/CAT Government of Cong ty cung cap.
SLU (Barcelona), Spain hoat tinh hormon); Dung dich thé tich nhé (chita hormon ho&c chét cé hoat tinh hormon). Catalonia, Spain
+ Thudc tiét trung cudi: dung dich thé tich Ién; dung dich thé tich nhé.
* ThuSc khdng vé trung: Vién nang clng; Thudc dung ngoai dang l6ng (bao gdm ca thuéc
chira hormon hodc chat cé hoat tinh hormon; thudc chira chat gay nghién, hudng than);
Thuéc udng dang 1dng (bao gdm ca thudc chira hormon hodc chat cé hoat tinh hormon; < ©
thudc chira chat gay nghién, hudng than); cac dang bao ché ran khac (cm pha dung dich S S
udng); vién nén, vién nén bao phim, vién nén bao dudng. : (,Ng
* Xuat xuwdng 16 thudc vé trung, thudc khéng vé trung. g g
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ID |TEN CO SO SAN . ) . NGUYEN | GIAY CH. |ncay |N6AY - . N
STT [ID CC cT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP ]]:i’; CO’ QUAN CAP NOI DUNG PIEU CHINH
5 | 4107 | ES- |Labiana (c/) Casanova, 27-31, * Thudc vé trung: EU-GMP |NCF/2476/0 Ministry of Health of B& sung cach viét dia chi theo tiéng Tay Ban Nha va tiéng Anh.
025 |Pharmaceuticals, |08757 Corbera De + Thudc san xuat vé trung: Thudc déng kho (bao gdbm ca thudc chira hormon hodc chat c6 01/CAT Government of
SLU Llobregat (Barcelona), hoat tinh hormon); Dung dich thé tich nhé (chita hormon ho#c chat cé hoat tinh hormon). Catalonia, Spain
Spain + Thudc tiét trung cudi: dung dich thé tich Ién; dung dich thé tich nhé.
* Thudc khéng vé trung: Vién nang clng; Thudc dung ngoai dang l6ng (bao gdm ca thuéc
chira hormon hodc chat cé hoat tinh hormon; thudc chira chat gay nghién, hudng than);
Thuéc udng dang 1dng (bao gém ca thudc chira hormon hoic chat cé hoat tinh hormon; 3 ©
thudc chira chat gay nghién, hudng than); cac dang bao ché rén khac; vién nén, vién nén bao 8' 8'
phim, vién nén bao dudng. ﬁl 8
* Xuat xuwdng 16 thube vo trung, thudc khdng vé trung. 3 S
* Dong goi:
+ Déng goi so cap: vién nang cirng, thudc dung ngoai dang long, thudc udng dang long, cac
dang bao ché rén khdc, vién nén.
+ Déng goi thir cap.
* Kiém tra chat lwgng: vi sinh vat (vo trung/khéng vé trung), héa hoc/vat ly.
6 |3982 | ES- [TEVAPHARMA, |C/C, n%4. Poligono * Thudc khéng vé trung: EU-GMP (14/11/24 Co quan thdm quyén Lam rd pham vi dang bao ché "vién nén bao phim" theo tai liéu k§
072 [S.L.U Industrial Malpica, - San xuat: Vién nang cirng; Dang bao ché ran khéc; Vién nén, vién nén bao phim. ARA 1 Tay Ban Nha thuat do Céng ty cung cap.
Zaragoza, 50016 Zaragoza, |- Xuat xuwdng 16. 3 N
Spain * Dong goi 2_ 2_
- Déng gdi so cap: Vién nang cirng; Dang bao ché ran khac; Vién nén, vién nén bao phim. : g
- Déng goi thir cap: 3 Q
* Kiém nghiém: Vi sinh (khdng v trung), Héa hoc/Vat ly.
7 13532 IE- |Pinewood Ballymacarbry, Clonmel,  |* Thu8c khéng vé trung: ThuSc dung ngoai dang 1dng; thuc udng dang l6ng; thudc bét, EU-GMP |34213/M002 Health Products B sung cach ghi khac cla dia chi co s& theo thu xac nhan clia CQQAL
021 (Laboratories E91 D434, Ireland thudc cdm; thudc dang ban ran (thudc kem, thudc md). 81/00001 Regulatory Authority S0 tai.
Limited (* Cach ghi khac: * Xut xwdng 16 thudc khong vé trung. (HPRA), Ireland
Ballymacarbry, Clonmel, |* Ddng géi so' cdp: Thudc dung ngoai dang 16ng; thudc udng dang Idng; thudc bét, thudec < ©
Co. Tipperary, E91 D434, |c8m; thudc dang ban ran (thudc kem, thuéc m&). S S
Ireland hodc * Déng goi thir cap. E g
Ballymacarbry, Clonmel, |* Kiém tra chat lugng: Vi sinh (khong vé trung); Héa hoc/Vat ly. l,o', S
Co. Tipperary, Ireland) ~ ©
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ID |TEN CO SO'SAN ] ) . NGUYEN | GIAY CH. | NGAy | NGAY . . N
STT [ID CC cT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP 25; CO’ QUAN CAP NOI DUNG PIEU CHINH
8 |[3629 | IN- [Sun Halol-Baroda Highway, * Thubc v6 trung: Thudc dong kho; Dung dich tiém thé tich nhd; Thudc nhd mat. WHO-GMP (24085183 Food & Drug Control Lam rd san pham Vién nang mém Nintedanib Capsules 100 mg, 150
033 |Pharmaceutical Halol, Dist: Panchmahal, |* Thuc khéng vé trung: Vién nang crng; Vién nang mém; Vién nén, vién nén bao phim; Administration, Gujarat |mg theo CPP do Céng ty cung cap.
Industries Ltd. Gujarat, 389350, India Thuéc dung ngoai (thudc xjt mii, thudc hit dinh liéu, thudc bt hit). state, India
(Halol-Baroda Highway, * Thudc chira doc té€ bao: Vién nén, vién nén bao phim; Vién nang cirng; Thudc vo trung
Halol-389350, Dist: (Thuéc ddng khé, dung dich tiém thé tich nhé (bao gom thudc tiém liposome tiét trung cudi),
Panchmabhal, Gujarat dung dich tiém/tiém truyén thé tich Ién).
state, India) * Thudc chira hocmon sinh duc: Vién nén, vién nén bao phim; Vién nang mém; Thuéc dung
ngoai dang gel; Thudc vé trung (dung dich thé tich nhd).
* San pham:
Vién nén Abiraterone Acetate Tablet 250 mg, 500 mg; Vién nén phdng thich kéo dai
Alfuzosin Hydrochloride Extended Release Tablets 10 mg; Vién nén bao phim Anastrozole
Tablets; Vién nén Aripiprazole Tablets 5 mg, 10mg, 15 mg; Vién nén phong thich kéo dai
Bupropion Hydrochloride Extended Release Tablets USP (SR) 100 mg, 150 mg; Vién nén bao g 'g
phim Capecitabine Tablets USP 150 mg, 500 mg; Vién nén phdng thich cé kiém soat g g
Carbidopa and Levodopa Controlled Release Tablets 50 mg-200 mg, 25-100 mg; Vién nén g g
phong thich kéo dai Carbidopa and Levodopa Extended Release Tablets 25 mg + 100 mg, 50 4 °
mg + 200 mg; Vién nén ra trong miéng Carbidopa Levodopa Orally Disintegrating Tablets 10
mg-100 mg, 25 mg-100 mg, 25 mg-250 mg; Vién nén Carbidopa Levodopa Tablets USP 10 mg-
100 mg, 25 mg-100 mg, 25 mg-250 mg; Vién nén nhai Cetirizine Hydrochloride Chewable
Tablets 5 mg, 10 mg; Vién nén bao phim Clomipramine Tablets; Vién nén bao phim
Clopidogrel Tablets USP 75 mg; Vién nén bao phim Dasatinib Tablets 20 mg, 50 mg, 70 mg,
80 mg, 100 mg, 140 mg; Vién nén bao phim Desloratadine Tablets 5 mg; Vién nén phong
thich cham Divalproex Sodium Delayed Release Tablets USP 125 mg, 250 mg, 500 mg; Vién
nén bao phim Erlotinib Tablets 25 mg, 100 mg, 150 mg; Vién nén bao phim Exemestane
Tablets IP 25 mg; Vién nén bao phim Gabapentin Tablets USP 600 mg, 800 mg; Vién nén bao
phim Imatinib Mesylate Tablets 100 mg, 400 mg; Vién nén bao phim Letrozole Tablets USP
2.5 mg; Vién nén hai I&p bao phim phdng thich kéo dai Levetiracetam Extended Release
9 |4321| IN- |Hetero Labs Unit VI Tsiic Formulation |- ThuSc déc t& bao/Thudc kim t€ bao (khéng bao gom line 3): EU-GMP |24/21415-44 Norwegian Medicines Piéu chinh cach ghi dia chi co' s& san xuat theo x4c nhan cla co quan
034 [Limited Sez, Sy No 410 And 411,  |* Thudc vé trung: Agency (NOMA) quén ly c6 thdm quyén
Polepally Village, + Thu8c san xuat vo trung: ThuSc déng kho (line 2); dung dich thé tich nho (line 1 va line 2).
Jadcherla Mandal, + Thudc tiét trung cudi (line 1 va line 2): Dung dich thé tich nhé.
Mahaboobnagar, 509301, |* Thudc khéng v6 trung: Vién nén; vién nén bao phim.
India (Cach ghi khac: Unit- |* Ddng gdi so cap: Vién nén; vién nén bao phim. " ~
VI, Sy.No.410 & 411, TSIIC |* Déng gdi thir cap. =] g
Formulation SEZ, Polepally [* Kiém tra chét luwgng: Vi sinh (v trung, khéng vé triing), héa hoc/vat ly, sinh hoc (bao gom ; :
Village, Jadcherla Mandal, |th(t ndi déc t8) ,(\? E
Mahaboobnagar District, © -
Telangana State, India)
10 | 4155 | IN- |Swiss Parenterals |808, 809 & 810, Kerala * Thudc vé trung: EU-GMP |530-10/24- Agency for Medicinal B& sung pham vi thudc dong khd va thudc dung trong dang ldng theo
148 (Ltd. Industrial Estate, GIDC, + Thu8c san xuat vo trung: Thudc déng khé (Block B - Day chuyén s6 2 - déng lo); Dung 06/07, 381- Products and Medical dung gidy chirng nhan GMP.
(Céch ghi khac: Nr. Bavla, Ahmedabad, dich thé tich nhd (Block B - Day chuyén s6 2 - déng lo); Thudc bot pha tiém hodc tiém truyén 13-08/284- Devices (HALMED),
Swiss Parenterals [382220, Gujarat, India (Block B - Day chuyén s6 3 - déng lo). 25-13 " © Croatia
Pvt., Ltd.) (Cach ghi khéc: 808,809 & | + Thudc tiét trung cudi: Dung dich thé tich nho (Block B - Day chuyén s6 1 - déng ampoule; § §
810, KERALA INDUSTRIAL |Block B - Day chuyén s6 2 - déng lo). b b
ESTATE, GIDC, NR. BAVLA |* Thudc khéng vé trung: Thudc dung trong dang léng. E ;
City: AHMEDABAD - 382 |* Déng gdi so cap: Thudc dung trong dang léng.
220, Dist: AHMEDABAD, * Péng goi thir cap.
GUJARAT STATE INDIA) * Kiém tra chat lwgng: Vi sinh: V6 trung; Vi sinh: Khéng vé trung; Héa hoc/Vat ly.
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ID |TEN CO SO SAN . ) . NGUYEN | GIAY CH. |ncay |N6AY - . N
STT [ID CC cT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP ]]:lli'; CO’ QUAN CAP NOI DUNG PIEU CHINH
11 [ 3760 | IN- [Unison Unit-111 C/7, 8, 9 Steel * Thudc khéng vé trung: EU-GMP |MT/024HM/ Medicines Authority of  [Diéu chinh 02 céch ghi dja chi trén gidy EU-GMP va WHO-GMP (d3
239 |Pharmaceuticals [Town, Opp. Nova - Vién nang cirng 2025 Malta duoc cong b tir dot 44)
Pvt. Ltd Petrochemicals, Village - Vién nén
Moraiya, Sanand, - Vién nén bao phim
Ahmedabad, Gujarat, * Dong goi " ~
382213, India (*Céach ghi |- Déng gdi so cap: vién nang clrng, vién nén, vién nén bao phim =] =]
khac: Unit-lll, C-7,8,9, |- Dong gdi thir cip 3 Py
Steel Town, Opp. Nova * Kiém tra chat lwong: 3 ;
Petro, Moraiya, Tal- - Visinh: khéng vo trung - -
Sanand, Dist.-Ahmedabad |- Héa hoc/Vat ly
- 382 213, Gujarat State,
India)
12 [ 3030 [ IN- |Concord Biotech |297-298/2P, Valthera, Tal -|* Thudc khéng vo trung: WHO-GMP (23104616 Food & Drugs Control B& sung pham vi cdng bé cy thé 09 san phdm theo béo cdo thanh tra.
266 |Ltd. Dholka, Dist. - - Vién nén, vién nén bao phim, vién nang cirng. Administration, Gujarat
Ahmedabad -382 225, * San pham: State, India
Gujarat State, India 1.Mycophenolate mofetil Capsules USP 250 mg
2.Mycophenolate mofetil Tablets USP 500 mg . ©
3.Mycophenolic acid DR Tablets USP 180 mg =] S
4.Mycophenolic acid DR Tablets USP 360 mg g g
5.Tacrolimus Capsules USP 0.5 mg : S
6.Tacrolimus Capsules USP 1 mg - -
7.Tacrolimus Capsules USP 5 mg
8.Tacrolimus Capsules IP 0.5 mg
9. Tacrolimus Capsules IP 1 mg
13 | 4186 IT- [Sirton Piazza Venti Settembre 2 - |* Thudc vé trung: EU-GMP [IT/192/H/20 Italian Medicines B& sung cach ghi dia chi co s& d3 duoc cong bd Dot 3.
006 |Pharmaceuticals |Villa Guardia, 22079, Italy |- ThuSc san xuat vé trung: Thudc déng kho (bao gdbm cac san pham chiét tir m6/té bao cla 24 Agency (AIFA)
S.P.A (cach ghi khac: Piazza XX |ngudi); Dung dich thé tich nhd (bao gdm cac san phadm dan xuét hodc chiét tir mo/ té bao < ©
Settembre 2 - 22079 Villa |cda ddng vat). S S
Guardia (CO), Italy) - Thudc tiét triing cudi: Dung dich thé tich nhd. a 2
- Xuat xudng 16. z 3
* Déng gdi thit cap. - -
* Kim tra chat lwgng: Vi sinh (V6 trung/khéng vé trung); Héa/ly; Sinh hoc (LAL va test in-
vitro).
14 | 3784 | JP- |Nitto Medic Co., |1-14-1, Yasuuchi, Yatsuo- [San pham: Florido (hén dich xit miii Fluticasone furoate 27,5 mcg) Japan- (307 < ~ Ministry of Health, Piéu chinh dang bao ché clia san pham céng bé tr "dung dich xit mii
024 |Ltd. Yatsuo Plant [machi, Toyama-city, GMP S S [Labour and Welfare Fluticasone furoate" thanh "hdn dich xit miii Fluticasone furoate"
Toyama, 939-2366, Japan (twong 2 E (MHLW), Japan theo céc tai liéu k§ thuat do Céng ty cung cép.
duong EU- : Z
GMP) - ~
15 | 3396 | KR- |Korea United 107, Gongdan-ro, * Thudc khéng vé trung (thudc chéng ung thu): PIC/S-GMP |2024-G1- < ~ |Daejeon Regional Office B& sung pham vi chi*ng nhan Vién nén; Vién nén bao phim; Vién nang
045 |Pharm. Inc. Yeonseo-myeon, Sejong- |- Vién nén; Vién nén bao phim; Vién nang cing; 0552 S S |of Food & Drug Safety, |cltng duoc san xuét tai Plant C.
si, Republic of Korea * Thudc vé trung (thudc chdng ung thu): ; E Ministry of Food and
- Thuéc tiém (dung dich, bot, bt déng khé). 3 ,‘3 Drug Safety, Korea
Pham vi gidi han: Plant B, Plant C. o -
16 |3945 | PL- [Pharmaceutical 21, W. Pola Street, 58- * Thudc khong vé trung: Thudc dung ngoai dang 1dng, thudc dang ban rén EU-GMP |ISF.405.2.20 Co quan quan ly dugc Dinh chinh lai cach ghi dia chi co s& san xuit trong phan cach ghi khac
035 (Works JelfaS.A.  |500 Jelenia Gora, Poland  |* Xuat xudng thudc khéng vé trung 24.1P.1 pham Ba Lan tr "Jelenla" thanh "Jelenia" theo dulng gidy chirng nhan GMP.
(Tén Ba Lan: (Céach ghi khac: ul. * Dong goi WTC/0036_ g, 9
Przedsiebiorstwo |Wincentego Pola 21, 58- |- Ddng gdi so cdp: thudc dung ngoai dang l6ng; thudc dang béan ran 01_05/2 2_ 2_
Farmaceutyczne |500 Jelenia Géra, Poland) |- Déng géi thit cap 5 8.
Jelfa S.A.) * Kiém tra chét lwong: 3 5
- Vi sinh: thudc khéng vé trung
- Hda hoc/ vat ly
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ID |TEN CO SO SAN . ) . NGUYEN | GIAY CH. |ncay |N6AY - . N
STT [ID CC cT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP zi’; CO’ QUAN CAP NOI DUNG PIEU CHINH
17 | 3062 [ TH- [BioLab Co., Ltd 625 Soi 7a Bangpoo * Thudc vé trung: PIC/S-GMP [1-2-07-17- Food and Drug B& sung cach ghi dia chi theo xac nhan clia co quan cé thdm quyén
006 Industrial Estate, + Thudc san xuét vo trung: thudc dang ran (bao gdm ca thudc chita khang sinh nhém 24-00015 Administration (Thai Théi Lan
Sukhumvit road, Moo 4,  |Cephalosporin, Carbapenem); thuéc déng khé; dung dich thé tich nho. FDA), Thailand
Prakasa, Muang, + Thudc tiét trung cudi: dung dich thé tich nhé.
Samutprakarn 10280, * Thudc khéng vé truing: vién nang clrng; thudc dung ngoai dang 1dng; thudc udng dang long; - ©
Thailand (*Cach viét khac: [thudc dang ban rén; vién nén nén (bao gdm ca thudc chira hormon sinh duc); thudc chira 2] o
625 Soi 7a Bangpoo khéng sinh nhém Cephalosporin (vién nang citng; thudc bot), vién nén bao phim, dung dich 3 3
Industrial Estate, hit (solution for inhalation) 8 3
Sukhumvit road, Moo 4, o -
Prakasa, Muang
Samutprakarn,
Samutprakarn 10280,
Thailand
18 | 3566 | US- |CATALENT 2725 SCHERER DRIVE * Thudc khéng vé trung (sdn xuét, kiém tra chat lugng): Vién nang mém. U.S. cGMP |FEl: < o |United States Food and | Gia han higu lyc cong b6 dén 31/12/2026 theo thdng tin cap nhat trén
004 |PHARMA North (Dr N), ST (twong [1811396; EI § § Drug Administration website US FDA.
SOLUTIONS LLC PETERSBURG, Florida (FL) duong EU- |end: 30-05- h & (U.S. FDA)
33716-1016, United GMP)  |2024 g :
States (USA) ” ”
19 | 3174 | US- |AstraZeneca 587 Old Baltimore Pike, Thu6c khéng vo trung: vién nén U.S. cGMP |FEl: " © United States Food and  |Gia han hiéu lyc cdng b6 dén 31/12/2026 theo théng tin cap nhat trén
014 |Pharmaceuticals |Newark, DE 19702, USA (twong  |2517100; El S S |Drug Administration website US FDA.
LP duong EU- |End: > % |(us. Foa
GMP) (1970772003 | T | T
o ™
20 | 2316 US- [Allergan Sales, LLC |8301 Mars Drive, Waco, * ThuBc sdn xuat vo trung: nhii twong nhd mat Restasis (CYCLOSPORINE OPHTHALMIC U.S. cGMP |FEI: 1643525 ~ © United States Food and  [Gia han hiéu lwc cong b6 dén 31/12/2026 theo théng tin cap nhat trén
015 TX 76712, USA EMULSION) 0.05% (twong  |El End: g S [Drug Administration website US FDA.
(Cach ghi khac: 8301 Mars duong EU-|24/03/2022 | & Q4 |(us.Foa)
Drive, Waco, Texas (TX), GMP) g ,:,:‘:
76712, USA)
21 | 3681 | US- |AbbVie Inc. 1401 Sheridan road, * ThuBc san xudt vo trung va tiét triing cudi: Survanta® (beractant) Intratracheal Suspension. |U.S. cGMP |FEl: < © United States Food and  |Gia han hiéu lyc cdng b6 dén 31/12/2026 theo théng tin cap nhat trén
023 North Chicago, IL 60064, (twong  |1411365; S S |Drug Administration website US FDA.
USA duong EU- |El end: 18- > iy
GMP)  |06-2024 % )
- (22}
22 | 3822 | US- |Grifols Biologicals [5555 Valley Boulevard, * San xuat APl va thanh pham cudi: san phdm Dung dich tiém truyén Albumin (Human) U.S.GMP |FEl: < © |United States Food and |Gia han hiéu lyc cdng b8 dén 31/12/2026 theo théng tin cap nhat trén
029 |LLC Los Angeles, CA 90032, U.S.P., Albutein®5%, 250mL & 500mL; Albumin (Human) U.S.P., Albutein®20%, 50mL & (equivalent|2080769; EI § § Drug Administration website US FDA.
USA 100mL; Albumin (Human) U.S.P., Albutein®25%, 50mL & 100mL; to EU end: 'SI ‘rj (U.S. FDA)
GMP) |03/05/2024 | b
23 | 3832 | US- [AstraZeneca Frederick Manufacturing | * San xuat dugc chat (API) protein tai t& hop (bao gdm ca pha ché ban thanh pham cudi U.S. cGMP [FEI: U.S. Food and Drug Gia han hiéu lyc cdng bd dén 31/12/2026 theo théng tin cap nhat trén
087 |Pharmaceuticals |Center (FMC), 633 cung): Palivizumab, Benralizumab, Durvalumab, Pembrolizumab, Tralokinumab, Nirsevimab, (twong  |3002617771;( 9 |Administration (US FDA) [website US FDA.
LP Research Court, Frederick, |Inebilizumab, Anifrolumab. duong EU- | El end: 19- 8 8
MD 21703, United States |* Xu&t xuéng 16 (San phdm cu thé: Beyfortus injection (Nirsevimab, 50mg solution for GMP) |01-2023 5. q
injection in pre-filled syringe); Beyfortus injection (Nirsevimab, 100mg solution for injection 3 -
in pre-filled syringe)).

Danh sach co s& dwgc Diéu chinh ndi dung da céng bé

Trang5/5

Dot 50



		CỤC CHỨNG THỰC SỐ VÀ BẢO MẬT THÔNG TIN - ĐT: 0243.7738668; Fax: 0243.7738668; Email: ca@bcy.gov.vn
	2026-03-02T15:49:20+0700
	BỘ Y TẾ - Hà Nội
	CỤC QUẢN LÝ DƯỢC<cqldvn@moh.gov.vn> đã ký lên văn bản này!


		CỤC CHỨNG THỰC SỐ VÀ BẢO MẬT THÔNG TIN - ĐT: 0243.7738668; Fax: 0243.7738668; Email: ca@bcy.gov.vn
	2026-03-02T15:49:29+0700
	BỘ Y TẾ - Hà Nội
	CỤC QUẢN LÝ DƯỢC<cqldvn@moh.gov.vn> đã ký lên văn bản này!


		CỤC CHỨNG THỰC SỐ VÀ BẢO MẬT THÔNG TIN - ĐT: 0243.7738668; Fax: 0243.7738668; Email: ca@bcy.gov.vn
	2026-03-02T15:49:35+0700
	BỘ Y TẾ - Hà Nội
	CỤC QUẢN LÝ DƯỢC<cqldvn@moh.gov.vn> đã ký lên văn bản này!


		CỤC CHỨNG THỰC SỐ VÀ BẢO MẬT THÔNG TIN - ĐT: 0243.7738668; Fax: 0243.7738668; Email: ca@bcy.gov.vn
	2026-03-02T15:49:41+0700
	BỘ Y TẾ - Hà Nội
	CỤC QUẢN LÝ DƯỢC<cqldvn@moh.gov.vn> đã ký lên văn bản này!




