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DANH SACH CO' SO’ SAN XUAT THUOC, NGUYEN LIEU LAM THUOC TAI NUO'C NGOAI PAP 'NG GMP PUQ'C PIEU CHINH NOI DUNG PA CONG BO TU POT 1 PEN PO'T 29

Dot 30
( Kém theo cong vinsé 9468 /QLD-CLngay 21 /09 /2023 ctia Cuc Qudn ly Dwoc )
sTT | 1D cc|p cr| TEN €O SO SAN DIA CHI PHAM VI CH’NG NHAN NGUYENJEGTAVICH-INGAY; l\{-lcg CO QUAN CAP NOI DUNG PIEU CHINH
XUAT : : : TAC GMP NHAN CAP HAN -
1 2043 | AR- |Laboratorios Av. Boyaca N°. * Thu8c khdng vé trung (khdng chira khang sinh nhém beta lactam, chat kim t& bao va chat | PIC/S-GMP |DI-2018- National Administration [Diéu chinh céch ghi dia chi CSSX theo dtng trén GCN GMP.
009 [Casasco S.A.l.C 229/37/41/49/63/65, c6 hoat tinh hermon): Vién nén, vién nén bao phim; Vién nang cirng; Thuéc bét, thuéc cém; 4699-APN- of Drugs, Foods and
Terrero N°. 250/52/60 Thudeban ran (Nhii twong, gel, Pastes, Pomades, kem va m&); thudc dang dung dich. ANMATHMS Medical Devices
and Bacacay N°. 1843/45 - |* Dang gbi so cap: Cac dang thudc khdng vé trung néu trén. YDS and DI- (ANMAT), Argentina
Autonomous City of *Déng gdi thir cap. 2019-618-
Buenos Aires, Argentine APN- ° ~
Republic ANMAT#MS S =]
(* Cach ghikhac: Av. DS 5 5
Boyacd N° - -
229)37/41/49/63/65, ° °
Terrero N°. 250/52/60 y
Bacacay N°. 1843/45 -
Ciudad Auténoma de
Buenos Aires, Republica
Argentina)
2 | 1158 | AT- [Gebro Pharma Bahnhofbichl 13, 6391 * Xuét xwdng 16 thudc vé trung. EU-GMP |[INS-480114- Federal Office for Safety [Gia han hiéu lyc gidy chitng nhan EU-GMP dén ngay 31/12/2023 theo
014 |GmbH Fieberbrunn, Austria * Thudc khéng vé trung: 13171743- in Health Care, Austria  [chinh séch ciia EMA ngay 11/08/2022 va Théng tw 12/2022/TT-BYT.
+ Thu8c dung ngoai dang l6ng; Thudc dung trong dang l6ng; Vién nén, vién nén bao phim, 16024502 o "
vién nén bao dudng; Thudc ban rén (thudc m@); Thude dang xit. § §
+ Xuat xudng 16. g &
* Pong gdi cdp 1: Vién nang cirng; Vién nang mém; Thudc dung ngoai dang ldng; Thudc dung 2‘ ::;
trong dang 1dng; Vién nén, vién nén bao phim, vién nén bao dudng; Thudc bén ran (thudc
md); Thudc dang xit.
* Doéng gdi cap 2.
3 1238 | BD- [The Acme Dhulivita, Dhamrai, * Thudc khdng vé trung: vién nang clrng, vién nén, vién nén bao. EU-GMP |UK GMP . o Medicines and Gia han hiéu lyc gidy chirng nhan EU-GMP dén ngay 31/12/2023 theo
008 |Laboratories Dhaka, Bangladesh * Déng gdi so cap: vién nang clrng, vién nén, vién nén bao. 44338 Insp =] S [Healthcare Products chinh sach cia MHRA ngay 11/08/2022 va Théng tu 12/2022/TT-BYT.
Limited * Pong godi thir cdp GMP : : Regulatory Agency
* Kiém tra chat lwgng: vi sinh khéng vo trung, héa hoc/ vat Iy. 44338/1186 i E (MHRA), United Kingdom
s716-0002 | ~
4 |2236| BY- [Belmedpreparaty |30 Fabritsius St., Minsk, Thuéc vé trung: Belarus- [175/2021/G Ministry of Health of the [B& sung cach ghi khéc cla dia chi co sé& do tra cltu postcode va lam rd
002 |Republican Republic of Belarus. + Workshop 2, tang 1: Thudc doc té bao: Dung dich thudc tiém thé tich nhé; Thudc bot déng GMP  [MP; Republic of Belarus workshop cla co s& san xuét.
Unitary (Céach ghi khac: kho. (WHO- |Bao cdo
production 30 Fabritsius St., 220007 |+ Workshop 2, tang 2: Dung dich thudc tiém thé tich nho. GMP) |thanhtra
Enterprise Minsk, Republic of
(Cach ghi khac: Belarus, hodc . <
Republican Workshop No.2: 30 § §
Unitary Fabritsius St., 22007 &b <
production Minsk, Republic of Belarus) 3 3
Enterprise o ~
“Belmedpreparaty
Tén viét tit:
Belmedpreparaty
RUE)
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TEN CO' SO SAN . ) . NGUYEN | GIAY CH. |ncay |N6AY - . N
STT [ID CC|ID CT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP ﬂi’; CO’ QUAN CAP NOI DUNG PIEU CHINH
5 1842 [ CY- [Delorbis 17 Athinon str., Ergates * Thubc khong vo trung: Vién nang clng; vién nén;.vién nén bao phim; bot pha hédn dich EU-GMP |DELOR/001/ Pharmaceutical Services |Gia han hiéu lyc gidy chitng nhan EU-GMP dén ngay 31/12/2023 theo
008 [Pharmaceuticals |Industrial Area, 2643 uéng. 2021 - Ministry of Health, chinh sach ctia EMA ngay 11/08/2022 va Théng tw 12/2022/TT-BYT.
Ltd Ergates, Lefkosia, Cyprus  |* Xu&t xuéng: cac dang thubc trén bao gom ca thuéc vé trung. Cyprus
Céch ghi khac: 17 Athinon [* Dong goi:
Street, Ergates Industrial |- Déng géi so' cap: cac dang thude'trén bao gdm ca thudc dang rin chira doc té bao. < ]
Area, 2643 Ergates, P.0. |- Ddong géi thir cap 8' 8'
Box 28629, 2081 Lefkosia, |* Kiém tra chat lugng: ] S
Cyprus - Vi sinh (v trung; khéng vé trung); héa hoc/vat ly; sinh hoc. S -
- Phép thirvisinh khéng vé trung dwoc hgp déng véi don vi Foodlab Ltd.
- Phép thir v6 trung va ndi doc t8 endotoxin dwoc hop déng véi don vi Labor LS SE & CO. KG
6 361 | DE- [Berlin-Chemie AG |Berlin-Chemie AG, * San xudt ban thanh pham: EU-GMP |DE_BE_01_G Co quan thadm quyén Gia han hiéu lyc gidy chirng nhan EU-GMP dén ngay 31/12/2023 theo
035 Tempelhofer Weg 83, + Thu8c khéng vé trung: Vién nén (bao gdm thudc chira hormon L-thyroxine), vién nén bao MP_2022- [N o |blc chinh sach ctia EMA ngay 11/08/2022 va Théng tw 12/2022/TT-BYT.
12347 Berlin, Germany phim, vién nén bao duong, thudc cém. 0014 8 8
+ Thudc sinh hoc: thudc cé ngudn géc tir ngwdi hodic dong vat: bot pancreas (porcine). 8_ ﬁ]
*Kiém tra chat lwgng 3 -
7 | 1849 | DE- [KVP Pharma+ Projensdorfer StraBe 324 |* Thudc khéng vé trung: Thudc dung ngoai dang 1dng; thudc udng dang l6ng; thudc bot. EU-GMP |DE_SH_01_ Co quan thdm quyén Gia han hiéu lyc gidy ching nhan EU-GMP dén ngay 31/12/2023 theo
061 |Veterinar 24106 Kiel, Germany + Xudt xudng thudc khdng vo trung. GMP_2021_ buc chinh sach ctia EMA ngay 11/08/2022 va Théng tw 12/2022/TT-BYT.
Produkte GmbH * San pham khéc: Dong gdi so cap nguyén liéu lam thudc chira vi sinh vat: Emodepside. 0031
* Dong goi: ] 0
+Ddng goi so cap: Thubc dung ngoai dang 1dng; thudc udng dang l6ng; thudc bot. 2_ 2_
+ Dong goi thir cap. 3 ﬁ
* Kiém tra chét lwgng: Vi sinh (khéng vo trung); Héa hoc/vat ly. 8 -
8 | 2253 | DE- [Walter Ritter Briider-Grimm-StraRe Xuat xudng 16 (thudc vo trung, thudc khéng vé trung) EU-GMP |DE_HE_01_ ~ n  |Coquanthdm quyén Dinh chinh cach ghi dia chi CSSX theo dung gidy chirng nhan GMP.
128 |GmbH + Co. KG 121,36396 Steinau an der GMP_2022_ g g burc
StraRe, Germany 0127 B: $
bS Q
9 1618 | FR- [EXCELVISION 27 rue de La Lombardiére, |* Thudc vé trung: EU-GMP |2021/HPF/F French National Agency |[B6 sung dang bao ché nhii dich trong pham vi chirng nhan do Céng ty
084 ZI La Lombardiére, + Thudc san xuét vo trung: Thudc dang 1dng (dung dich, nhii dich) thé tich nhé (rc ché mién R/054 5 w |For The Safety Of cung cap CPP clia nhii dich nhd mat IKERVIS.
ANNONAY, 07100, France |dich). g S |Medicine and Health
+ Thudc tiét trung cudi: Dung dich thé tich nho. : 2 Product
+ Xuat xudng 16. ﬁ E
* Déng gdi thir cap. "‘ "‘
* Kiém tra chat lwgng: Vi sinh: V6 trung; Vi sinh: Khéng vé trung; Héa hoc/Vat ly.
10 | 2144 | FR- |Laboratoire AJC usine de Fontaury, * ThuSc khéng vé trung: EU-GMP |2018/HPF/F French National Agency [B6& sung pham vi "vién nén bao dudng" sau ghi ra soat so do nha
086 |Pharma Chateauneuf Sur + Vién nang cirng; Vién nén; Vién nén bao dudng; Thudc bdt, thudc cém. R/195 L] 0 |for Medicines and xwdng va hd so dang ky thudc.
Charente, 16120, France |+ Xuat xwéng 16. 2_ 2_ Health Products Safety
* Péng gbi cap 1: Vién nang cirng; Vién nén; Thudc bdt, thudc cdm. $ g (ANSM)
* Déng gdi cap 2. = =
* Kiém tra chét lwong: Héa hoc/Vat ly.
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TEN CO' SO SAN . ) . NGUYEN | GIAY CH. |ncay |N6AY - . N
STT [ID CC|ID CT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP ]]:i'; CO’ QUAN CAP NOI DUNG PIEU CHINH
11 | 949 | GR- |One Pharma 60th, km N.N.R. Athinon- |* ThuSc khéng vé trung: Vién nang cltng; thudc dung ngoai dang 16ng; thuéc uéng dang léng | EU-GMP |90170/3-9- National Organization  [Diéu chinh lam r& dang bao ché thudc bét pha dung dich uéng theo
004 |Industrial Lamias, Sximatari (Si-r, hdn dich, dung dich); vién nén; vién nén bao phim; thudc cém; thudc bot pha dung 2020 for Medicines (EOF), GPSX va CPP.
Pharmaceutical Voiotias, 32009, Greece dich uéng. Greece
Company Societe * Xuat xwédng thudc vé trung va thudc khéng vo trung
Anonyme * Dong goi:
(* Céch viét khac: + Déng goi so cap: bao gdm ca vién nang mém 9 ]
One Pharma +Ddng gbi thir cap 8 8
Industrial * Kiém tra chatlirong: Vi sinh (thudc vo trung, thudc khéng vo trung), hda ly/vat ly 8 ﬁ
Pharmaceutical b§ b}
Company S.A;
One Pharma S.A)
12 | 1076 | GR- |Cooper S.A. 64 Aristovoulou str., * Thudc v trung: EU-GMP (45232/22-4- National Organization Gia han hiéu lyc gidy chirng nhan EU-GMP dén ngay 31/12/2023 theo
008 |(Céch ghi khac: Athens, 11853, Greece + Thudc san xuat vo trung: Dung dich thudc tiém thé tich nhd;dung dich thudc nhd mit, 2020 ° o |for Medicines (EOF), chinh sach clia EMA ngay 11/08/2022 va Théng tw12/2022/TT-BYT
Cooper S.A dung dich thu8c nhé mili, thudc bot pha tiém chira khang sinh nhém penicillins; g S |Greece
Pharmaceuticals) + Thudc tiét trung cudi: Dung dich thudc tiém thé tich Ién; Dung dich thudc tiém thé tich : :
nho. ,c\'> :
* Thudc khdng vé trung: dung dich thudc udng, dung dich thyt tryc trang. - ”
13 | 1377 | GR- {Uni-Pharma Kleon [14th km National Road 1, |* Thudc vé trung: EU-GMP [125320/ 7- National Organization Gia han hiéu lyc gidy chitng nhdn GMP-EU dén ngay 31/12/2023 theo
019 |Tsetis Building A and Building B, + Thudc san xuat vo trung: Dung dich thé tich nho; 12-2020 for Medicines (EOF), Théng bdo clia EMA ngay 11/8/2022 va théng tuw 12/2022/TT-BYT.
Pharmaceutical Kato Kifisia Attiki, 14564, + Thudc tiét trung cudi: Dung dich thé tich nhé (bao gom thudc nhd mat, thudc xit mii, ° - Greece
Laboratories SA  |Greece thudc dang syringe déng sén); S S
* Thudc khdng vé trung: Vién nang clng; vién nang mém; thudc dung ngoai dang léng (bao : :
g6m lotion); thudc udng dang ldng (dung dich, si rd, hdn dich, thudc nhé giot); thudc bot :', :
udng (bao gdm thudc bot sli bot, si rd khd); dang bao ché bén ran (kem, gel, m&); thudc dan; ~ ”
vién nén (bao gdm vién nén sli bot, vién nén bao, vién nhai, vién ngdm).
14 | 2427 |IE-002|Helsinn Birex Damastown San xuat: EU-GMP ([32479- Health Products Dinh chinh céch ghi tén va dia chi theo dung théng tin trén Gidy
Pharmaceuticals [RoadDamastown * Thudc vé trung: Xuat xuéng 16. M00294/000 Regulatory Authority chirng nhan EU-GMP.
Limited Industrial Park, Dublin 15, |* Thu8c khéng vé trung: Vién nang cing (chira vién nén/ vién nang mém); vién nén; vién nén 01 ~ " (HPRA), Ireland
D15X925, Ireland bao; thuéc bdt; thudc cém. S S
* Pong gdi so' cap: vién nang clrng; vién nang mém, vién nén; thudc bdt; thube cdm; thudc g g
ban ran. ) Q Q
* Dong goi thir cap;
* Kiém tra chat lwgng: phép thir vi sinh khéng vé trung; héa hoc/vat ly.
* Xudt xwdng thudce nhap khau.
15 [ 2473 IN- [AKRITI D-10 and D-11, MIDC, * Thudc khéng vé trung (khdng chira Cephalosporins, Penicillin, chat doc té bao, hormon): | WHO-GMP |NEW-WHO- Food & Drug Pinh chinh han hiéu lyc gidy GMP va tén nha san xuit theo ding gidy
010 (PHARMACEUTICAL |Jejuri -Nira Road, Vién nang cirng; thudc dung ngoai: thudc m&, kem, gel, lotion; vién nén, vién nén bao phim. GMP/CERT/ 9 ¥ |Administration, chirng nhan GMP.
S PVT.LTD. Jejuri,Taluka Purandar, PD/106282/ 2_ 2_ Maharashtra State, India
Dist-Pune 412303 2022/11/388| S 3
Maharashtra State, India 66 3 3
16 | 1084 IN- [Sun Halol-Baroda Highway, * Thudc vé trung: EUGMP [NL/H Health Care Gia han hiéu lirc gidy chirtng nhan EU-GMP dén ngay 31/12/2023 theo
033 |Pharmaceutical Halol, Dist: Panchmahal, |+ Thudc san xuat vé trung (bao gom ca thudc doc té bao): Thudc dong kho, thudc 1dng thé 20/2017457 Inspectorate - chinh sach cia EMA ngay 11/08/2022 va Théng tw 12/2022/TT-BYT.
Industries Ltd. Gujarat, 389350, India tich nho. Pharmaceutical Affairs
India, Halol + Thudc tiét trung cudi (bao gdm ca thudc doc t& bao): Thudc 1dng thé tich Ién, thudc 1dng and Medical Technology,
thé tich nhé. ° w |Netherlands
* Thudc khéng vé trung: Vién nang cirng, vién nén, vién nén bao phim (bao gébm ca thudc S 2]
ddc té€ bao), vién nén (chira hocmon sinh dyc), bt hit (inhalation powder), pre-dispensed. S E
* Péng gdi so cap, thir cap. 3 :
* Kiém tra chat lwgng. - ”
(Thu8c vé trung (Block B, E), Thudc khdng vé trung (Block A), * Thudc déc té bao (BLock D,
A2); Thuéc hormon sinh duc (Block A1)
Cac thudc 16ng vo trung: chi dang dung dich).
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TEN CO' SO SAN . ) . NGUYEN | GIAY CH. |ncay |N6AY - . N
STT [ID CC|ID CT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP 2?’; CO’ QUAN CAP NOI DUNG PIEU CHINH
17 | 1889 [ KR- [Samyang Holdings |79 Sinildong-ro, Daedeok- |* Thudc tiém chira hoat chat ddc té bao chita ung thu: thudc bot déng khé pha tiém. PIC/S-GMP [2021-G1- Daejeon Regional Office [Diéu chinh tén CSSX theo tén méi Samyang Holdings Corporation (tén
073 (Corporation (tén |gu, Daejeon, Republic of 0991 of Food & Drug Safety, [cli: Samyang Biopharmaceuticals Corporation).
cli: Samyang Korea < S, |Ministry of Food and
Biopharmaceutical 9_ 9_ Drug Safety, Korea
s Corporation) Ef g.
3 3
18 | 1826 | MY- |Xepa-Soul 1-5, Cheng Industrial * Thudc vé tring: EU-GMP [OGYEI/3579 o < National Institute of Diéu chinh pham vi thudc khéng vo trung, bé cum "Thuéc khéng chira
002 [Pattinson Estate, 75250 Melaka, + Thudc san xudt vo trung: thudc nhd mat. 1-6/2021 S S |Pharmacy and Nutrition |khang sinh nhém Betalactam" theo ding gidy chirng nhan va théng
(Malaysia) Sdn Bhd|Malaysia *Thudc khdng vé trung: oNk S (OGYEI), Hungary nhat cach viét.
+ Vién nang cing; dung dich thudc udng; thudc ban rén, thudc bot pha hdn dich, vién nén, 3 8
vién nén bao phim. - ”
19 | 1894 | PT- |Sofarimex- Av.das Industrias ~'Alto do |* Thudc vé trung: EU-GMP |F027/S1/MH National Authority of Piéu chinh tén nha san xuat theo théng tin diéu chinh Dot 7 cong van
004 [Industria Quimica |Colaride, Cacém, 2735- + Thudc san xuat vo trung: Dung dich thé tich nhd; Thudc déng kho /001/2021 Medicines and Health 10364/QLD-CL
e Farmacéutica, 213, Portugal * Thudc khéng vé trung: Vién nang clrng; Thudc udng dang l6ng; Thudc dung ngoai dang Products (INFARMED),
S.A. Cach ghi khac: Avenida 18ng; thudc c8m; thudc ban rén; Vién nén; vién nén bao phim. b g Portugal
das Industrias - Alto do * Xut xwdng thude vé trung, thudc khdng vo trung. 8 8
Colaride - Agualva 2735-  [* Bdng goi: g_ S_
213 Cacém, Portugal +Ddng goi so cdp: Vién nang cing; Thudc udng dang 16ng; Thudc dung ngoai dang 16ng; 5 3
thudc c8m; thudc ban rén; Vién nén; vién nén bao phim.
+ Dong goi thir cap
* Kiém tra chat lwgng: vi sinh (v trung, khéng vé trung); Héa hoc/Vat ly.
20 | 346 | TH- [Interthai 1899 Phaholyothin Road, |* San xuét, déng géi so cap, thi cap: PIC/S-GMP [1-2-07-17- Food and Drug Diéu chinh hiéu lyc Gidy chirng nhan GMP dén 31/12/2023 theo xac
005 [Pharmaceutical Ladyao, Chatuchak, - Thu8c khéng vé trung: Vién nén; vién nén bao phim, vién nén bao dudng; vién nén bao tan 20-00020 o " Administration (Thai nhén cla Co quan quan ly dugc Thai Lan
Manufacturing Bangkok 10900, Thailand  [trong rudt, vién nén giai phong kéo dai, vién nén phan tan trong miéng; vién nang cing; =] S |FDA), Thailand
Ltd. dang bao ché ban ran, thudc dung ngoai dang ldng, thudc udng dang long; 3 Z
* Pong gdi so cdp: vién nang mém; 2 :
* Doéng gdi thir cap: thudc sinh hoc (Tacrolimus Injection); = ”
21 | 1760 | TH- |BiolLab Co., Ltd 625 Soi 7a Bangpoo * Thudc vé trung: PIC/S-GMP [1-2-07-17- Food and Drug B& sung pham vi vién nén bao phim trong pham vi Vién nén, dung dich
006 Industrial Estate, + Thudc san xuat vo trung: thudc dang ran (bao gdm ca thudc chira khang sinh nhém 18-00029 Administration (Thai hit (solution for inhalation) trong pham vi liquid for internal use ghi
Sukhumvit road, Moo 4,  |Cephalosporin, Carbapenem); thudc déng khé; dung dich thé tich nhé. b «  |FDA), Thailand trong gidy chirng nhan GMP.
Prakasa, Muang, + Thudc tiét trung cudi: dung dich thé tich nhé. 2_ 2_
Samutprakarn 10280, * Thudc khdng vé trung: vién nang cirng; thudc dung ngoai dang ldng; thudc udng dang long; 8 $
Thailand thudc dang ban rdn; vién nén nén (bao gdm ca thudc chira hormon sinh duc); thuéc chira 2 b=y
khéng sinh nhém Cephalosporin (vién nang cing; thudc bét), vién nén bao phim, dung dich
hit (solution for inhalation)
22 | 2322 | US- |Baxter 927 South Curry Pike, Thuéc tiém (parenteral products (small molecule and biological therapeutics)). U.S. cGMP |S6 FEI: - o United States Food and  [Dinh chinh dia chi CSSX thanh "927 South Curry Pike, Bloomington,
037 [Pharmaceutical Bloomington, 47403 (hodc (twong |1000115571 S S |Drug Administration 47403 (hodc IN-47403 hodc Indiana 47403), United States."
Solutions LLC IN-47403 hodc Indiana duong E : (U.S. FDA)
47403), United States. EUGMP) g )
- (22}
23 | 2507 [ US- [Janssen-Ortho LLC |State Road 933 Km 0.1, * San xuat: Vién nang cirng; Vién nén, vién nén giai phdng bién ddi, vién nén bao phim. U.S. cGMP (FEI: o - United States Food and  [B6& sung pham vi déng géi va dén nhan cin c& pham vi trén Béo cdo
038 Mamey Ward, Gurabo, * Déng gdi va dan nhan. (twong  |3002942061 = S [Drug Administration thanh tra ngay 28/3/2023, Gidy phép san xuat (online), CPP clia cic
Puerto Rico, 00778, * Kiém tra chat lwong xuat xuwdng: Héa hoc/Vat Iy. duong EU- |El end: : : (U.S. FDA) san pham do Cong ty cung cap.
United States GMP) |28/03/2023 z ;’
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