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1 [2922| BD- |Delta Pharma Pakundia, Kishoreganj, + Vién nén (bao gdm ca khang sinh Cephalosporin): vién nén bao phim, vién nén phan tén, vién nén nhai, vién nén giai phéng cé kiém soat. WHO-GMP |DA/6- ~ < |Drug Administration,
016 [Limited Bangladesh + Vién nang (bao gom ca khang sinh Cephalosporin): vién nang cirng, vién nang giai phong cé kiém soat. 103/06/1320 § § Republic of Bangladesh
7 g | 3
5 5
2 | 2923 BE- |Janssen Turnhoutseweg 30, * Thudc vé trung: EU-GMP |BE/GMP/202 Federal Agency for
002 [Pharmaceutica Beerse, 2340 (hoac B- + Thu8c san xuat vé trung: 3/058 Medicines and Health
(Céch ghi khac: 2340), Belgium - Dung dich thudc tiém thé tich nhd; hdn dich thudc tiém thé tich nhé; dung dich thudc nhd mét. Products (FAMHP),
Janssen - Dugc chat vé trung: Paliperidone Palmitate. Belgium
Pharmaceutica + Xudt xudng 16. 0 9
NV) * Thudc khong vo trung: Thudc 16ng dung ngoai (dung dich, hdn dich); thudc 16ng udng (dung dich, siro, hdn dich); thudc ban ran (kem, m&); miéng dan qua da. 8. 8.
+ Xudt xudng 16. S 3
* Pong goi: 3 by
+Déng gbi so cdp: Thudc 1dng dung ngoai; thudc 1dng ubng; thudc ban rén; miéng dan qua da.
+Ddng gdi thir cap cho cac dang thudc vo tring va khong vé trung néu trén.
* Kiém tra chat lwgng: Vi sinh (vO tring va khong vé trung); Vat ly/héa hoc; Sinh hoc.
3 |2924| BE- |Baxalta Belgium |Boulevard René Branquart [* ThuSc vé trung: EU-GMP |BE/GMP/202 Federal Agency for
013 [Manufacturing 80, Lessines, 7860, + Thu8c san xut vé trung: Dung dich thé tich nhé 3/050 Medicines and Health
Belgium. * Thudc sinh hoc: Products, Belgium
(*Cach ghi khéc: Boulevard| + San phdm mau; iy 9
René Branquart 80, +53n pham mién dich. 8 5.’
Lessines, B- 7860, * Chirng nhan xuat xudng 16: 8 g
Belgium) +5an phdm mau; 3 Q
+5an pham mién dich;
+ Thudc vé trung
* San xuat nguyén liéu: Chat (rc ché Alphal-Proteinase tinh khiét
4 |12925| BG- [INBIOTECH LTD 7 Sheinovo Str., Sofia * Xuat xwdng 16 thudc khéng vé trung. EU-GMP |BG/GMP/20 n .n |Bulgarian Drug Agency
007 1504, Bulgaria 23/231 S S
g | 2
3 5
5 12926| CA- [Sanofi Pasteur 1755 Steeles Avenue * Thubc dang hon dich. Canada- (84018 " < Health Products
007 [Limited West, Toronto, Ontario, * San pham cuy thé: Han dich tiém Adacel (Vic xin Bach hau, USn van, Ho ga vo bao). GMP g S |Compliance Directorate,
Canada, M2R 3T4 (twong : : Canada
duong EU- ; ;
GMP) o o
6 |[2927| CZ- |Zentiva, k.s, U kabelovny 130, 102 37  |* Thudc khéng vé trung: EU-GMP [sukls252740 State Institute for Drug
008 Praha 10, Dolni +Vién nang ctng (chtra hormon); thudc nuérc udng (siro, thudc nhd, hdn dich); dang bao ché bén rén (kem, m&, gel) (chira hormon); vién nén (chita hormon). /2020 Control (SUKL), Czech
Mecholupy, Czech + Ching nhan 16 ] S, |Republic
Republic * Péng gbi so cap: Vién nang cirng (chira hormon); thudc 1dng dung trong (siro, thudc nhd, hon dich); dang bao ché ban ran (kem, m&, gel) (chira hormon); vién nén (chita 2. 2.
hormon). 8 3
* Péng goi thir cap. 2 3
* Ki€m tra chat lugng.
7 |2928( DE- |Lomapharm Langes Feld 5, 31860 * ThuGc khdng vé trung: Thuc dung ngoai dang long; Thudc udng dang 16ng; Vién nén bao phim, vién nén bao, thudc bdt, thudc c6m; Vién nén. EU-GMP [DE_NI_02_G Co quan thdm quyén
057 |GmbH Emmerthal, Germany * Xuat xwdng cac dang thudc khéng vo trung & trén. MP_2023_0 Plrc
* Thudc sinh hoc: Thudc cé ngudn géc tir dong vat (khong bao gom tlr ndo, mo than kinh dong vat hodc dan xuat); Thudc sinh hoc khac (Enzym, corticosteroid). 005
* Xuat xwdng thudc sinh hoc & trén véi cac dang bao ché & muc Thubc khéng vé trung & trén. ] 9
* Thudc tir dugc ligu. & &
* Thudc vi lugng dong can. 3 8
* Pong goi so cap: Thudc dung ngoai dang 16ng; Thudc udng dang 1dng; Vién nén bao phim, vién nén bao, thuéc bét, thudc cm; Vién nén. 8 Q
* Péng gdi thir cap: T4t ca cac dang thudc trén.
* Kiém tra chat lwgng: Vi sinh (khéng vé trung); Héa/Ly; Sinh hoc.

Danh sach co s& dap (rng GMP

Trang1/9

Dot 35




D TEN CO' SO SAN ; . NGUYEN | GIAY CH. |neGAy | NOAY .
STT cc ID CT XUAT PIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP ll:lli; CO’ QUAN CAP
8 [2929| DE- |Wasserburger HerderstraBe 2, 83512 * Thudc vé trung: EU-GMP |DE_BY_04 G| n  |Co quan thdm quyén
065 |Arzneimittelwerk [Wasserburg, Germany. + Thudc san xut vo trung: dung dich thé tich nhd; dung dich thé tich 16n; thudc dong kho. MP_2022_0 § § blrc
GmbH + Thudc tiét trung cudi: dung dich thé tich nhd; dung dich thé tich 16n. 114 j g
* Kiém tra chat lwgng: Vi sinh (thudc khéng vé trung); Hoa/ly. s =]
9 |2930| DE- [Wasserburger Molkerei-Bauer-StraBe 18, |Kiém tra chat lugng: Hoa/ly. EU-GMP |DE_BY_04_G| »  |Coquan thdm quyén
065 |Arzneimittelwerk |83512 Wasserburg, MP_2022_0 § § buc
GmbH Germany 130 o Q8
2o
10 |2931| DE- [Vetter Pharma- |Vetter Pharma - Fertigung |* Thudc vé trung (bao gébm ca thudc chita hoat chat cé hoat tinh hormon trir hormon sinh duc): EU-GMP [DE_BW_01_ Co quan thdm quyén
098 |Fertigung GmbH [Mooswiesen 2, 88214 + Thudc san xuat vo trung: thudc déng kho; dung dich thé tich nho. GMP_2023_ blrc
& Co. KG Ravensburg, Germany + Thudc tiét trung cudi: dung dich thé tich nhé. 0152
(* Cach ghi khéc: + Xudt xudng. iy 9
Mooswiesen 2, 88214 * Thudc sinh hoc: 2' 2'
Ravensburg, Germany) + Ché& phdm mau (san pham dan chat tir huyét twong); san pham mién dich; san pham cong nghé sinh hoc (bao gdm ca thudc chira hoat chat cé hoat tinh hormon trir hormon 9. 5
sinh dyc); san pham chiét xuat tir ngudi hodc déng vat. S =
+ Xudt xudng cic dang thudc trén.
* Pong goi thir cap.
* Kiém soat chat lwong.
11 | 2932 DE- [Klocke Max-Becker-StraRe 6 * Thudc khong vé trung: EU-GMP [DE_BW_01_ Co quan thdm quyén
135 |Verpackungs- 76356 Weingarten (Baden) [+ Xuat xwéng 16 (Batch certification). GMP_2022_ buc
Service GmbH Germany * Péng gbi so cap: vién nang clrng; vién nang mém; keo cao su; thudc dang 1dng dung ngoai; thudc udng dang 1dng; thudc rén khac; thudc ban rén; thudc dan; vién nén, vién nén 0108 N 0
bao phim; thuéc sinh hoc; thudc duoc liéu; thudc vi lugng déng can. 5.’ 5.’
* Pong goi thir cap 8 8.
* Kim tra chat lwong: Héa hoc/Vat ly. S ]
* Pham vi khong bao gdm cac san pham vé mau, san pham mién dich, san pham t& bao, san phadm gene, san phdm phdng xa, san pham hoat chat ngudn goc tir nguwdi, dong vat
hodc vi sinh vat.
12 |2933| DE- [Merz Pharma Am Pharmapark, 06861  |* Thu8c vé trung: EU-GMP [DE_ST_01_G Co quan thadm quyén
139 [GmbH & Co. KGaA|Dessau-RoRlau, Germany + Thudc san xudt vé trung: Thudc déng khé (Clostridium botulinum Neurotoxin type A); Dang 16ng thé tich nhd (Clostridium botulinum Neurotoxin type B). MP_2022_0 ~ " Plrc
* Thudc sinh hoc: Thudc sinh hoc khéc: Ché pham chira Clostridium botulinum Neurotoxin type A and B. 057 =} o
* Dugc chat cé ngudn gdc vi sinh vat (Botulinum toxin). g S
* Pong goi thir cap. g g
* Kiém tra chat lwgng: Héa hoc/Vat ly; Sinh hoc.
13 [2934| DE- |Griinenthal GmbH |Griinenthal GmbH, * Thudc vé trung: EU-GMP |DE_NW_04_ Co quan thdm quyén
146 ZieglerstraRe 6, 52078 + Thudc tiét trung cudi: Dung dich thé tich nhé. GMP_2021_ Plrc
Aachen, Germany * Thudc khéng vé trung: thudc dang léng dung ngoai, thudc udng dang léng. 0020 o <
* Péng gbi so cap: vién nang clrng, vién nang mém, vién nén, vién nén bao phim, cac dang bao ché ran khac, thudc dan tham qua da. Khong bao gdom thudc chira hoat chat giong o 8
hormon, chét gy trc ché mién dich, chat doc té bao, chét ¢ tac dung/ngudn géc gay nén dot bién hodc quai thai, khong bao gdm san pham chita penicillin hodc cephalosporin. z :
* Pong goi thir cap E g
* Kiém tra chat lwgng: hda hoc/vat ly, sinh hoc (kiém tra néi doc td).
* Xuat xuwdng 16.
14 |[2935| ES- [LABORATORIO Gran Capita, 10, 08970 * Thudc vé trung: EU-GMP [NCF/2356/0 Ministry of Health of
021 |REIG JOFRE, SA  [Sant Joan Despi + Thudc san xut vé trung: Thudc déng khd (bao gdm ca thudc chira hormon hodc cac chat cé hoat tinh hormon); Dung dich thé tich nhé (chira hormon hodc cac chat cé hoat 01/CAT Government of
(Barcelona), Spain tinh hormon). Catalonia, Spain
+ Thudc tiét trung cudi: Dung dich thé tich 16n; Dung dich thé tich nhé. iy 3
* Thudc khdng vé trung: Vién nang cing; thudc dung ngoai dang 1dng (chira hormon hodc cac chat cé hoat tinh hormon); thudc uéng dang 16ng (chira hormon hodc cac chat cé 2. 2.
hoat tinh hormon); dang bao ché ban ran (chita hormon hoic cac chat cé hoat tinh hormon); thudc dit; vién nén (chira hormon hodc céc chat cé hoat tinh hormon). :. <o|r
* Thuéc sinh hoc (khdng bao gdm hoat déng véi vi sinh vat séng hodc nudi cay té bao): San pham mién dich; san pham cong nghé sinh hoc; san pham tach tir ngudi hodc dong a 5
vat.
* Thudc dugc ligu.
15 | 2936 [FI-003|Orion Oyj / Orion |Joensuunkatu 7, Salo, * Xuat xudng thudc vé trung; EU-GMP [FIMEA/2023 " © Finnish Medicines
Corporation / 24100, Finland * Xudt xwdng thudc khdng vé trung; /0008522 S S [Agency (FIMEA)
Orion Pharma * Pong goi so cap: Vién nang clrng (hoat tinh cao); vién nang mém (hoat tinh cao); vién nén, vién nén bao phim (bao gém ca thuéc chira Sulphonamide, bao gém ca thudc hoat X E
tinh cao, trir thudc ddc té bao/kim t& bao, trir thuéc chira hormon sinh duc). E :‘:
* Pong goi thir cap. ~ ~
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16 |2937| FR- |Pharmaster + Zone industrielle de Krafft, [* Thu8c vé trung (trir thudc tiém, tiém truyén): EU-GMP |2023_HPF_F French National Agency
002 |(* Céch ghi khéc: |Erstein, 67150 France + Thudc san xuat vo trung: Dung dich thé tich Ién; Thudc ban rén; Dung dich thé tich nho. R_113 for Medicines and Health
Pharmaster) * Xudt xwdng thudc vé trung. ] 9 |Products Safety (ANSM)
* Thudc khéng vo trung: Dung dich dung ngoai; Dung dich thudc uéng. g g
* Xudt xwdng thude khdng vé trung. 8 EF
* Péng gdi so cap: Dung dich dung ngoai; Dung dich thuéc udng. 3 X
* Pong goi thir cap.
* Kiém tra chat lwgng: Vi sinh (khong vo tring); Héa/Ly.
17 | 2938 FR- |SANOFI 1051 boulevard Industriel, |* Thuéc vé trung: EU-GMP |2023_HPF_F French National Agency
026 |WINTHROP LE TRAIT, 76580, France |+ Thudc san xuat vo trung: dung dich thé tich nhé. R_001 for Medicine and Health
INDUSTRIE + Xuat xuwong 16 By \y  |Products Safety (ANSM),
* Thudc sinh hoc: san pham cdng nghé sinh hoc; san pham cé ngudn gdc tr ngudi hodc dong vat; san pham mién dich: véc xin bat hoat (chi déng lo vo trung va déng goi). g g France
* Xuat xwdng thudc vé trung; sdn pham céng nghé sinh hoc; san phdm cé ngudn géc tr ngudi hodc dong vat; 8. 'oT
* Pong goi thir cap; S 3
* Kiém tra chat lugng.
18 | 2939 FR- |Opella Healthcare |56 route de Choisy, * Thudc khéng v6 trung: Vién nang cirng; Thudc bdt (bao gdm thudc chia khang sinh nhém Cephalosporins); Vién nén, vién nén bao phim (bao gdm thudc chita khang sinh nhém | EU-GMP |2020/HPF/F French National Agency
037 |International SAS |COMPIEGNE, 60200, Cephalosporins). R/068/NT - < for Medicines and Health
France * Xudt xwdng thude khéng vé trung. =} S |Products Safety (ANSM)
* Péng gdi so cap: Vién nang cing; Thudc bdt (bao gdm thudc chira khang sinh nhém Cephalosporins); Vién nén, vién nén bao phim (bao gdm thuéc chira khang sinh nhém : :
Cephalosporins). ,OL ,:
* Péng gdi thir cap. N ”
* Kiém tra chat lwgng: Vi sinh (khong vé trung); Héa/Ly.
19 [2940| FR- [Fareva Amboise |Zone Industrielle, 29 route |* Thudc vé trung EU-GMP [2023_HPF_F French national Agency
039 des Industries, POCE SUR + Thudc tiét trung cudi: Dung dich thé tich 1&n; dung dich thé tich nhé. R_174 for Medicines and Health
CISSE, 37530, France + Xudt xudng 16. Products Safety (ANSM)
* Thudc khong vé trung:
+ Vién nang cirng; thudc bot pha hdn dich udng; thudc dan qua da (dj (rng nguyén); vién nén, vién nén bao phim. 0 9
+ Xuat xudng 16. g g
* Thudc sinh hoc (thu8c dan qua da): ﬁ 9.
+ Thudc trc ché mién dich; thudc cé ngudn gdc tir ngudi hodc dong vat. = 3
+ Xuét xudng 16: Thudc trc ché mién dich; thudc c6 ngudn géc tir ngudi hodc dong vat.
* Péng gobi so cap: Vién nang cirng; thube bot pha hdn dich udng; thude dan qua da (dj (ng nguyén); vién nén, vién nén bao phim.
* Péng gdi thir cap.
* Kiém tra chat lwgng: Vi sinh: Khéng vo tring; Vi sinh: V6 tring; Héa hoc/Vat ly; Sinh hoc.
20 |2941| FR- |SANOFIPASTEUR |Parc Industriel D Incarville, |* Thudc vé trung: EU-GMP [2023_HPF_F French National Agency
042 Voie De L Institut, P. O. + Thudc san xudt vé trung: Thudc déng khd; dung dich thé tich nhé. R_146 for Medicines and Health
Box 101, Val De Reuil, + Thudc tiét trung cudi: Dung dich thé tich nhé. 0 9 [Products Safety (ANSM)
27100, France (cach ghi  |* Thudc sinh hoc: San phadm mién dich; san pham cong nghé sinh hoc; san phdm cé ngudn géc tir ngudi hodc dong vat. & &
dia chi cii: Parc Industriel ] S
d'Incarville, Val-De-Reuil, = S
27100, France)
21 |2942| FR- |Cenexi- Fontenay |52 rue Marcel et Jacques |* Thudc vé trung: EU-GMP [2023_HPF_F National Agency for the
047 |Sous Bois (Céch  [Gaucher Fontenay Sous + Thudc san xut vé trung: Dung dich thé tich nhé. R_040 Safety of Medicine and
ghi khéc: Cenexi  |Bois, 94120, France + Thudc tiét trung cudi: Dung dich thé tich nhé. - - Health Products (ANSM),
ho&c Cenexi SAS) |(* Cach ghikhac: 52 rue  |* Thu8c khdng vo trung: Vién nang clrng; thudc udng dang 16ng; vién nén, vién nén bao phim, vién nén bao dudng. S S |France
Marcel et Jacques Gaucher|* Xu&t xudng: bao gdm ca thudc céng nghé sinh hoc. E g
- 94120 Fontenay - Sous  |* Ddng goi: E E
Bois, France) +Déng godi so cap thudc khdng vd triing, bao gdm ca vién nang mém.
+ Déng goi thir cap.
* Kiém tra chat lugng.
22 | 2943| FR- |Glaxo Wellcome |ZI de la Peyenniére, * Thubc khong vo tring chira khang sinh Penicillin: Vién nang clng; thudc bét, thudc bot pha hdn dich udng; vién nén; vién nén bao phim. EU-GMP (2024_HPF_F <« © National Agency for the
048 [Production Mayenne, 53100, France R_005 S S  [Safety of Medicine and
g % Health Products (ANSM),
2& m‘ France
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23 |2944| FR- [Septodonthodc |58 rue du pont de Creteil, |* Thudc vé triing tiét trung cudi: dung dich thé tich nhé; EU-GMP |2023_HPF_F French National Agency
050 |Septodont SAS 94100 Saint Maur des * Thubc khong vo tring: thudc dang 1ong dung ngoai; thudc ban rén; R_160 ] 9 |for Medicines and Health
hodc Specialites  |Fosses, France. * Xudt xwdng thudc vé trung va khéng vé trung. 2. 2. Products Safety (ANSM)
Septodont * Pong gobi so cap: thube dang Idng duing ngoai; thubc ban ran; : 8.
* Pong goi thir cap. 3 Q
* Kiém tra chat lugng.
24 [2945| FR- |EXCELVISION 27 rue de La Lombardiére, |* Thudc vé trung: EU-GMP |2021_HPF_F French National Agency
084 Zl La Lombardiere, + Thudc san xuat vd trung: Thudc dang 16ng (dung dich, nhii dich) thé tich nho (trc ché mién dich). R_054_P_20( o S, |For The Safety Of
ANNONAY, 07100, France | + Thudc tiét trung cudi: Dung dich thé tich nhé. 23 2' 2' Medicine and Health
+ Xudt xudng 16. 3 o |Product
* Pong goi thir cap. b by
* Kiém tra chat lwgng: Vi sinh: V6 trung; Vi sinh: Khong vé trung; Hoéa hoc/Vat ly.
25 |2946| FR- |Laboratoiresdes |181 rue André Karman, * Thudc khdng vo trung: Thudc udng dang l6ng; Thudc bdt; Thudc dét EU-GMP |2023_HPF_F| o |French National Agency
095 [Realisations Aubervilliers, 93300, * Chirng nhan 16 (batch certification). R_104 2] S  [for Medicines and Health
Therapeutiques  |France * Pong goi so cap: Vién nang clrng, thudc udng dang long, thudc bét, thudc dat, vién nén E 3 Products Safety (ANSM)
Elerte * Péng gdi thir cap. g g
* Kiém tra chat lwgng: Vi sinh (thudc khéng vé trung), héa hoc/vat ly.
26 |2947| GB- |Catalent UK Frankland road Blagrove |* Thu8c khéng vé trung: Vién nén, Vién déng kho Zydis. Tuong |UKMIA Medicines and
005 [Swindon Zydis Swindon SN5 8RU, United [* Thudc sinh hoc: San pham mién dich. duong EU- 14023 Insp - © Healthcare Products
Limited Kingdom (hodc: Frankland |* Péng gbi so cap: Vién nén, Vién déng khd Zydis. GMP  |GMP/IMP S S  [Regulatory Agency
road Blagrove Swindon,  |* Kiém tra chat lwgng: Vi sinh (thudc khéng vo trung), Héa/ly. 14023/4574- ,{3 3 (MHRA), United Kingdom
Wiltshire SNS 8RU, United 0022 2| 2
Kingdom) ” -
27 |2948| GB- |SyriLimited Unit 4, Bradfield road, * Thudc khdng vo trung: Thudc dung ngoai dang l6ng; thudc udng dang léng Tuwong (UK MIA Medicines and
031 Ruislip, HA4 ONU, United |* Xuat xuéng thudc khéng vé trung. duong EU- (39307 Insp < S |Healthcare Products
Kingdom * Pong goi: GMP GMP 8' 8' Regulatory Agency
+ Ddng gbi so cap: thube dung ngoai dang 16ng; thudc udng dang long. 39307/3036 5 8 (MHRA), United Kingdom
+Déng gbi thir cap. 32-0048[H] | & 3
* Kiém tra chat lugng: Vi sinh (thudc khong vé trung); héa hoc/vat ly.
28 |[2949| HU- |Egis Métyas kiraly at 65., Site 3: EU-GMP |OGYEI/5801 National Institute of
008 |Pharmaceuticals [Kérmend, 9900, Hungary. |* Thudc khéng vo trung: Vién nang clng; thudc dung ngoai dang 1dng; thudc udng dang Idng ( bao gom ca siro); thudc bdt, thudc cdm; thudc phun mi bao gdm ca khang sinh va 2-8/2021 Pharmacy and Nutrition
Plc Site 3. (* Cach viét khac: thudc bot hit; dang bao ché ban rén; thudc dan; vién nén, vién nén bao phim (bao gdm ca thudc chita chat kim té& bao). (OGYEI), Hungary
(* Céch viét khac: [-9900, Kérmend, Matyas |* Xuat xwédng 16 thudc khéng vé trung.
Egis kiraly u. 65., Hungary; * Poéng goi so cap: cac dang thudc trén khong bao gdm thuéc phun mu; bao gém ca vién nang clrng chira chat ddc té bao. b %
Pharmaceuticals |- Production site of * Péng gdi thir cap 8 8
Private Limited Kérmend, H-9900 * Kiém tra chat lwgng: vi sinh khong vé trung, héa hoc, vat ly. :. 8
Company hoac Kérmend, Matyas kiraly u 3 X
Egis 65, Hungary)
Pharmaceuticals
PLC)
29 |[2950| IN- [AspiroPharma Survey number 321, * Thuc vé trung: EU-GMP |NL/H < © Health and Youth Care
020 |Limited Biotech Park, Phase Ill, + Thudc san xut vo trung: Thudc déng kha. 23/2049001 S S [Inspectorate - Ministry of|
Karkapatla, Markook + Thudc tiét trung cudi: Dung dich thé tich nhé. : 3 Health, Welfare and
Mandal, Siddipet 502281, |* Ddong géi thir cap. 3 uo', Sport, Netherlands
India * Kiém tra chat lwgng: Vi sinh (v tring, khdng vo trung); Héa hoc/Vat ly; Sinh hoc (Endotoxin). ~ -
30 [2951| IN- [Evertogen Life Plot No. S-8, S-9, S-13/P & |* Vién nén khéng bao: WHO-GMP |L. Dis. No. Drugs Control
021 |Sciences Limited |S-14/P, TSIIC, Pharma SEZ, | + Ambroxol Hydrochloride 60mg and Loratadine 5mg Tablets (Ambroxol Hydrochloride Ph.Eur/BP 60mg Loratadine USP 5mg). 99628/TS/20 Administration -
Green Industrial Park, + Carbidopa/Levodopa 12.5/50mg Tablets (Carbidopa Ph.Eur 12.5mg, Levodopa Ph.Eur 50mg). 23 Government of
Polepally (V), Jadcherla + Ornidazole 500mg and Miconazole Nitrate 100mg and Neomycin Sulphate 100mg and Prednisolone 3mg Tablet (Ornidazole IH 500mg and Miconazole Nitrate Ph.Eur/BP Telangana, India
(M), Mahabubnagar, 100mg, Neomycin Sulphate Ph.Eur/BP 100mg and Prednisolone Ph.Eur/BP 3mg). I 9
Telangana, IN-509301, * Vién nén bao phim: 2. 2.
India + Glucosamine sulphate 500mg and Chondroitin sulphate sodium 400mg Tablets (Glucosamine sulphate USP 500mg Chondroitin sulphate sodium USP 400mg). 8 8
+ Levocetirizine dihydrochloride 5Smg Tablets (Levocetirizine dihydrochloride IH 5mg). ~ 3
+ Raloxifine hydrochloride 60mg Tablets (Raloxifine hydrochloride USP/Ph.Eur 60mg Tablets).
* Vién nén:
+ Metformin Hydrochloride Tablets 500mg, 850mg, 1000mg (Metformin Hydrochloride BP 500mg, 850mg, 1000mg).
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31 |2952| IN- |Inventia F1-F1/1-F75/1, Additional |* ThuSc khéng vé trung: vién nang clng, Vién nén, vién nén bao phim (bao gdm vién nén phéng thich cham, vién nén phdng thich kéo dai) (sustained release, extended release) EU-GMP |FTO77/MH/0 National Authority of
027 [Healthcare Ambernath M.I.D.C., * Pong goi: 01/2023 - " Medicines and Health
limited (céch ghi |Ambernath (East), Thane, + Déng gdi so cap: vién nang clrng, Vién nén, vién nén bao phim (bao gdm vién nén phéng thich cham, vién nén phéng thich kéo dai) (sustained release, extended release). § § Products (INFARMED),
khéc: Inventia Maharashtra State, + Ddng gdi thir cap. - & |Portugal
2 e P A a N a . < - And
Healthcare Ltd.) [Ambernath, 421 506, India |* Kiém tra chat lwgng: Vi sinh (khéng vé trung); Vat ly/Héa hoc. :& :‘
32 [2953| IN- [Mylan (hodc M/s. |Plot No. 11, 12 & 13, * Thudc khéng v§ triing: vién nén; vién nang; thudc bét, thudc cdm pha hén dich uéng. WHO-GMP |07/2014 Food and Drug
037 Mylan) Indore Sez (hoéc Indore San pham cu thé: Vién nén: Dispersible Tableﬁts S?mg/ 50mg/ 60mg; TREZAV PED Lamivudine, Nevirapine and Zidovudine Dispersible Tablets 30mg/ 50mg/ 60mg; Lamivudine, Nevirapine and Zidovudine Paediatric Administration Madhya
b ) hos d ial Dispersible Tablets IP 30mg/50mg/ 60mg. Vién nén bao phim: Tenofovir Disoproxil Fumarate, Lamivudine and Efavirenz Tablets 300mg / 300mg / 600mg; TELURA Tenofovir Disoproxil Fumarate , Lamivudine and desh, Indi
Laboratories SEZ hodc Indore Specia Efavirenz Tablets 300mg / 300mg / 600mg; EFLATEN Tenofovir Disoproxil Fumarate , Lamivudine and Efavirenz Tablets 300mg / 300mg / 600mg; Tenofovir Disoproxil Fumarate, Lamivudine and Efavirenz Tablets IP Pradesh, India
Limited Economic Zone), Pharma 300mg / 300mg / 600mg. Vién nén bao phim: Tenofovir Disoproxil Fumarate , Efavirenz and Emtricitabine Tablets 300mg/ 600mg/ 200mg; TEEVIR Tenofovir Disoproxil Fumarate , Efavirenz and Emtricitabine Tablets
Zone, Phase Il, Sector IlI, 300mg/ 600mg/ 200mg; ATROIZA Tenofovir Disoproxil Fumarate , Efavirenz and Emtricitabine Tablets 300mg/ 600mg/ 200mg; Tenofovir Disoproxil Fumarate , Efavirenz and Emtricitabine Tablets IP 300mg/ 600mg/
District Dhar. Pithampur 200mg. Vién nén bao phim: Lamivudine, Nevirapine and Zidovudine Tablets 150mg/ 200mg/ 300mg; TREZAV Lamivudine, Nevirapine and Zidovudine Tablets 150mg/ 200mg/ 300mg; MIVIRDO Lamivudine,
Madhva P (; h 45477;, Nevirapine and Zidovudine Tablets 150mg/ 200mg/ 300mg; Lamivudine, Nevirapine and Zidovudine Tablets IP 150mg/ 200mg/ 300mg. Vién nén bao phim: Protionamide Tablets 250mg. Vién nén bao phim:
a. ya Pradesh, ’ | Tenofovir Disoproxil Fumarate, Lamivudine and Efavirenz Tablets 300mg/ 300mg/ 400mg; AVONZA Tenofovir Disoproxil Fumarate, Lamivudine and Efavirenz Tablets 300mg/ 300mg/ 400mg; Tenofovir Disoproxil
India Fumarate, Lamivudine and Efavirenz Tablets 300mg/ 300mg/ 400mg. Vién nén bao phim: Dolutegravir Tablets 50 mg. Vién nén bao phim: Sertraline Tablets 50 mg. Vién nén bao phim: Sertraline Tablets 100 mg.
Vién nén bao phim: Dolutegravir, Lamivudine, Tenofovir Disoproxil Fumarate Tablets 50mg /300mg/ 300mg [ACRIPTEGA]; Dolutegravir/ Lamivudine / Tenofovir Disoproxil Fumarate 50 mg / 300 mg / 300 mg
[ACRIPTEGAY]. Vién nén: Sulfamethoxazole and Trimethoprim Tablets USP 800mg/160mg. Vién nén: Sulfamethoxazole and Trimethoprim Tablets USP 400mg/80mg. Vién nén: Tenofovir Alafenamide Tablets 25mg
[HepBest]. Vién nén bao phim: Lamivudine and Zidovudine Tablets USP 150mg/300mg [ZOVILAM]; Lamivudine and Zidovudine Tablets IP 150mg/ 300mg. Vién nén bao phim: Emtricitabine, Tenofovir Alafenamide
and Dolutegravir Tablets 200mg/ 25mg/50mg [KOCITAF]. Vién nén: Emtricitabine and Tenofovir Alafenamide Tablets 200mg/25mg; Vién nén bao phim: Emtricitabine and Tenofovir Alafenamide Tablets
200mg/25mg. Vién nén: Abacavir Sulfate and Lamivudine Dispersible Tablets 60mg/30mg; Abacavir and Lamivudine Tablets for Oral Suspension 60mg/30mg. Vién nén: Telmisartan Tablets 20mg. Vién nén: - o«
Telmisartan Tablets 40mg. Vién nén: Telmisartan Tablets 80mg. Vién nén bao phim: Abacavir Tablets USP 300mg [ABAMAT]; Abacavir Tablets 300mg [KAVIMUN]; Abacavir Sulphate Tablets IP 300 mg. Vién nén bao g g
phim: Abacavir Tablets USP 60mg [ABAMAT PED]; Abacavir Tablets 60mg [KAVIMUN PAED]. Vién nén: Enalapril Maleate and Hydrochlorothiazide Tablets 20mg / 12.5mg. Vién nén bao phim: Bisoprolol Fumarate g g
Tablets 1.25 mg; Bisoprolol Fumarate Tablets 2.5 mg; Bisoprolol Fumarate Tablets 3.75 mg; Bisoprolol Fumarate Tablets 5 mg; Bisoprolol Fumarate Tablets 7.5 mg; Bisoprolol Fumarate Tablets 10 mg. Vién nén bao I I
phim: Emtricitabine and Tenofovir Disoproxil Fumarate Tablets 200mg/300mg [RICOVIR-EM]; Emtricitabine and Tenofovir Disoproxil Fumarate Tablets IP 200mg/300mg. Vién nén bao phim: Febuxostat Tablets 80 2 EY
mg; Febuxostat Tablets 120 mg. Vién nén bao phim: Abacavir Sulfate and Lamivudine Tablets USP 600mg/300mg [ALBAVIR]; Abacavir Sulphate and Lamivudine Tablets IP 600 mg /300 mg. Vién nén bao phim:
Quetiapine Tablets 25mg; Quetiapine Tablets 100mg; Quetiapine Tablets 200mg; Quetiapine Tablets 150mg; Quetiapine Tablets 300mg. Vién nén bao phim: Efavirenz Tablets USP 600 mg [EFAMAT]; Efavirenz
Tablets IP 600mg. Vién nén bao phim: Tenofovir Disoproxil Maleate Tablets 300mg (Tenofovir Disoproxil Maleate Film Coated Tablets 245mg). Vién nén: Abacavir Sulfate and Lamivudine Dispersible Tablets
120mg/60mg. Vién nén bao phim: Zidovudine Tablets USP 300 mg “ZIDOMAT”. Vién nén: Lamivudine and Zidovudine Dispersible Tablets 30mg/60mg. Vién nén: Nevirapine Tablets USP 200 mg “NEVIMAT”; Vién
nén khéng bao: Nevirapine Tablets IP 200mg. Vién nén bao phim: Emtricitabine and Tenofovir Disoproxil Film Coated Tablets 200mg /300mg; Tenofovir Disoproxil Fumarate Tablets IP 300mg. Vién nén bao phim:
Entecavir Tablets USP 0.5mg (HEPWIN 0.5); Entecavir Tablets USP 1mg (HEPWIN 1). Vién nén bao phim: Lamivudine, Tenofovir Alafenamide and Dolutegravir Tablets 300mg / 25mg / 50mg (ENVUTEG). Vién nén
bao phim: Tenofovir Disoproxil Fumarate Tablets 300mg; Tenofovir Disoproxil Fumarate Tablets IP 300mg. Vién nén bao phim: Linezolide Tablets 600mg. Vién nén: Artemether and Lumefantrine Tablets 20mg
/120mg [KOMEFAN 140]; Artemether and Lumefantrine Tablets 40mg /240mg [KOMEFAN 280]. Vién nén: Artemether and Lumefantrine Dispersible Tablets 20mg /120mg; Artemether and Lumefantrine Dispersible
Tablets 20mg /120mg [KOMEFAN DT 140]; Artemether and Lumefantrine Dispersible Tablets 20mg /120mg [KOFENACT DT 140]. Vién nén bao phim: Lopinavir and Ritonavir Tablets USP 100mg / 25mg; Lopinavir
and Ritonavir Tablets USP 200mg / 50mg; Lopinavir and Ritonavir Tablets IP 200mg /50mg. Vién nén bao phim: Ondansetron Tablets USP 4 mg; Ondansetron Tablets USP 8 mg. Thuc c6m: Abacavir/ Lamivudine
/Lopinavir / Ritonavir Granules 30 mg / 15 mg / 40 mg / 10 mg. Vién nén bao phim: Ritonavir Tablets USP 100mg; Ritonavir Tablets IP 100mg. Thuéc c6m: Lopinavir / Ritonavir Oral Granules 40 mg / 10 mg [ALLTERA
50]; Lopinavir / Ritonavir Oral Granules 40 mg/ 10 mg. Vién nén bao phim: Efavirenz Tablets USP 50 mg; Efavirenz Tablets USP 100 mg; Efavirenz Tablets USP 200 mg. Vién nén: Flucytosine Tablets 250 mg;
Flucytosine Tablets 500 mg. Vién nang: Lenalidomide Capsules 2.5mg ADCClena 2.5; Lenalidomide Capsules 5mg ADCClena 5; Lenalidomide Capsules 7.5mg ADCClena 7.5; Lenalidomide Capsules 10mg ADCClena
10; Lenalidomide Capsules 15mg ADCClena 15; Lenalidomide Capsules 20mg ADCClena 20; Lenalidomide Capsules 25mg ADCClena 25. Vién nén bao phim: Efavirenz, Emtricitabine and Tenofovir Alafenamide
Toblots A0Amc 1900ms 1 0Emn T 1 beoving Cadivi Toblare 11€D AE mon: | st inn Codivie Tobiae 11ED ENmon: 1 Vqving Cadivies Toblate 1160 IEmon: Loyt ino Codivm
33 [2954| IN- [Mylan (hodc M/s. [Plot No. 11, 12 & 13, * ThuSc khéng v6 trung: Vién nang cirng; Vién nén, vién nén bao phim. EU-GMP |OGYEI/2998 National Institute of
037 [Mylan) Indore Sez (hodc Indore * Péng gdi so cap: Vién nang cing; Vién nén, vién nén bao phim. 1-5/2021 Pharmacy& Nutrition,
Laboratories SEZ hodc Indore Special * Pong goi thir cap. ~ < Hungary
Limited Economic Zone hodc Sez), |* Kiém tra chat lugng: Thir gidi han nhiém khuan (khong vé trung); Vat ly/Hba hoc. § §
Pharma Zone, Phase I, g' 8'
Sector Ill, District Dhar, m :
Pithampur, Madhya
Pradesh, 454775, India
34 |2955| IN- |Zota Healthcare |Plot No. 169, Surat Special |Vién nén (bao va khong bao); vién nang. WHO-GMP (23023894 Food & Drugs Control
040 |Ltd. Economic Zone, Near < 9 |Administration Gujarat
Sachin Railway Station, 2. 2. State, India
Sachin, Dist.- Surat, $ $
Guijarat State, India a S
35 [2956| IN- [Piramal Pharma [Plot No 67-70 Sector II, * Thudc dang ran: Vién nang clrng; Vién nén, vién nén bao phim. WHO-GMP |04 ~ " Food & Drug
183 (Limited Pithampur, District Dhar, S S |Administration Madhaya
I I .
Madhya Pradesh 454 775, A A, |Pradesh, Idgah Hills,
" Q Q N
India o & |Bhopal, India
- -
36 |2957| IN- |Piramal Pharma |Plot No 67-70 Sector Il, Hoat déng tai Block M, N, O, P, hoat dong ddng gdi tai block V. EU-GMP [FIMEA/2021 . < Finnish Medicines
183 |Limited Pithampur, District Dhar, |* Thudc khéng vé trung: Vién nang clng; Vién nén. 001610 S S |Agency (FIMEA
P g 8 8 g =] o gency
2 e P . A a ‘A - o o
Madhya Pradesh 454 775, |* Déng gdi so cap: Vién nang citng; Vién nén. ao'-, g!
India * Pong goi thir cap. 22 2‘
* Kiém tra chat lwgng: vi sinh (khong vé trung); héa/ly.
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37 |2958| IN- |Dr.Reddy's Process Unit-01, Survey No: | * Thuc khdng vé trung: Vién nang citng; Dang bao ché ran khac: vién nén bao phim, vién nén, bdt pha dung dich udng, pellet, vién nang chita pellet. EU-GMP |032/2022/R National Agency for
194 |Laboratories 5710 59, 60, 62&72, Sector  [* pong gbi sof cap: Vién nang clng; Dang bao ché rén khéc: vién nén bao phim, b6t pha dung dich udng, vién nén, pellet, vién nang chira pellet. 0 Medicines and Medical
Limited, FTO-SEz [No-9 - 14and 17 - 29' * Péng goi thir cap. devices from Romania
(Céch ghi khac: Devunipalavalasa (Village), x yjam tra chat lugng: Vi sinh (thudc khéng vo trung); hda hoc/vat Iy.
M/s Dr. Reddy's Ranasthalam (Mandal),
S Y Srikakulam (District), Andhra
Laboratories Pradesh - 532 409, India N 0
Limited) (Cach ghi khac: FTO-SEZ, Q Q
Process Unit 01, Survey No, b 8
57 to 59, 60, 62&72, Sector S <
No.9to 14 & 17 to 20,
Devunipalavalasa (V),
Ranasthalam (M), Srikakulam
District, Andhra Pradesh -
532 409, India)
38 |2959| IN- |Maneesh Exports |Plot No.D-16/7, T.T.C. *Thugc khéng v triing chira khang sinh nhém penicillin: bot pha hén dich/ siro; vién nang, vién nén. WHO-GMP [NEW-WHO- FDA Maharashtra, India
197 |(E0U) Industrial Area, M.I.D.C,, | Thudc vo trung chia khang sinh nhém penicillin: bot pha tiém. o ) o - o o GMP/CERT/
R bai. Th * San pham cu thé: Vién nén phan tan Amoxicillin Dispersible Tablets 250 (Amoxicillin Trihydrate USP Equivalent Amoxicillin USP 250 mg); Vién nén Amoxicillin Tablets USP 250 mg (Amoxicillin Trihydrate USP
Navi Mumbai, Thane equivalent to Amoxicillin USP 250 mg); Vién nang Amoxicillin Capsules BP 250 mg (Amoxicillin Trihydrate USP equivalent to Amoxicillin USP 250 mg); Vién nang Amoxicillin Capsules BP 500 mg ( Amoxicillin KD/104410/
400703, Maharashtra Trihydrate BP equivalent to Amoxicillin BP 500 mg); Amoxicillin For Oral Suspension BP 125 mg/5 ml (Amoxicillin Trinydrate BP equivalent to Amoxicillin BP 125 mg/5 ml); Amoxicillin for Oral Suspension BP 250 mg 2021/11/379
State, India. /5 ml (Amoxicillin Trihydrate BP equivalent to Amoxicillin BP 250 mg/5 ml); Vién nang Ampicillin Capsules BP 250 mg (Ampicillin Trihydrate BP equivalent to Ampicillin BP 250 mg); Vién nang Ampicillin Capsules BP 31
500 mg ( Ampicillin Trihydrate BP equivalent to Ampicillin BP SO0 mg); AMPICILLIN FOR INJECTION USP 1 g (Sterile Ampicillin Sodium USP equivalent to Anhydrous Ampicillin USP 1gm); AMPICILLIN FOR INJECTION
USP 500 mg (Sterile Ampicillin Sodium USP equivalent to Anhydrous Ampicillin USP 500 mg); AUGNICH 228.5 Amoxicillin and Clavulanate Potassium for Oral Suspension USP (Amoxicillin Trihydrate Equivalent to
Amoxicillin USP 200 mg; Clavulanate Potassium Equivalent to Clavulanic acid USP 28.5 mg); Vién nén bao phim Boostim 1000 Amoxicillin and Clavulanate Potassium Tablets USP 1000 mg (Amoxicillin Trihydrate USP
Equivalent to Amoxicillin USP 875 mg; Diluted Potassium Clavulanate BP Equivalent to Clavulanic Acid BP 125 mg); Vién nén bao phim Boostim 375 Amoxicillin and Clavulanate Potassium Tablets USP 375 mg
(Amoxicillin Trihydrate USP Equivalent to Amoxicillin USP 250 mg; Diluted Potassium Clavulanate BP Equivalent to Clavulanic Acid BP 125 mg); Vién nén bao phim Boostim 625 Amoxicillin and Clavulanate Potassium
Tablets USP 625 mg (Amoxicillin Trihydrate USP Equivalent to Amoxicillin USP 500 mg; Diluted Potassium Clavulanate BP Equivalent to Clavulanic Acid BP 125 mg); Boostim DS 156.25 Amoxicillin and Clavulanate
Potassium for Oral Suspension USP 156.25mg/5 ml (Amoxicillin Trihydrate USP Equivalent to Amoxicillin USP 125 mg; Diluted Potassium Clavulanate BP Equivalent to Clavulanic Acid BP 31.25 mg); Boostim DS 312.5
Amoxicillin and Clavulanate Potassium for Oral Suspension USP 312.5 mg/5 ml (Amoxicillin Trihydrate USP Equivalent to Amoxicillin USP 250 mg; Diluted Potassium Clavulanate BP Equivalent to Clavulanic Acid BP
62.5 mg); Boostim DS 457 Amoxicillin and Clavulanate Potassium for Oral Suspension USP 457 mg/5 ml (Amoxicillin Trihydrate USP Equivalent to Amoxicillin USP 400 mg; Diluted Potassium Clavulanate BP - <
Equivalent to Clavulanic Acid BP 57 mg); Vién nén bao phim Boostim ER (Amoxicillin and Clavulanic Acid Extended -Release Tablets USP 1062.5mg (Amoxicillin Trihydrate USP Equivalent to Amoxicillin USP 1000 mg; g g
Diluted Potassium Clavulanate BP Equivalent to Clavulanic Acid BP 62.5 mg); Boostim For Suspension (Amoxicillin and Clavulanic Potassium for Oral Suspension USP 228.5mg/5ml) (Amoxicillin Trinydrate USP : :
Equivalent to Amoxicillin USP 200 mg; Diluted Potassium Clavulanate BP Equivalent to Clavulanic Acid BP 28.5 mg); Boostim Injection 1.2 gm (Amoxicillin and Potassium Clavulanate for Injection BP 1.2gm) in in
(Amoxicillin Sodium BP Equivalent to Amoxicillin BP 1000 mg; Potassium Clavulanate BP Equivalent to Clavulanic Acid BP 200 mg); Vién nang Cloxacillin Capsules BP 250 mg (Cloxacillin Sodium BP equivalent to g 8
Cloxacillin 250 mg); Vién nang Cloxacillin Capsules BP 500 mg (Cloxacillin Sodium BP equivalent to Cloxacillin 500 mg); Cloxacillin Sodium Capsules USP 500 mg (Each capsule contains: 500 mg Cloxacillin Sodium USP
equivalent to Cloxacillin USP 500 mg); CLOXACILLIN SODIUM FOR ORAL SOLUTION USP 125 MG/SML (Cloxacillin Sodium USP equivalent to Cloxacillin 125 mg); Vién nén CLOXACILLIN TABLETS 250 mg (Cloxaclllin
Sodium BP equivalent to Cloxacillin BP 250 mg); CLOXALON 1000 (Cloxacillin For Injection 1 g) (Cloxacillin Sodium Equivalent to Cloxacillin USP 1000 mg); Co-Amoxiclav for Oral Suspension USP 156.25 mg/5ml
(Amoxicillin and Clavulanate Potassium for Oral Suspension USP) (Amoxicillin Trihydrate USP equivalent to Amoxicillin USP 125 mg; Clavulanate Potassium USP equivalent to Clavulanic Acid USP 31.25 mg); Co-
Amoxiclav for Oral Suspension USP 228.5 mg/5ml (Amoxicillin and Clavulanate Potassium for Oral Suspension USP) (Amoxicillin Trihydrate USP equivalent to Amoxicillin USP 200 mg; Clavulanate Potassium USP
equivalent to Clavulanic Acid USP 28.5 mg); Co-Amoxiclav for Oral Suspension USP 312.5 mg/5ml (Amoxicillin and Clavulanate Potassium for Oral Suspension USP) (Amoxicillin Trihydrate USP equivalent to
Amoxicillin USP 250 mg; Clavulanate Potassium USP equivalent to Clavulanic Acid USP 62.5 mg); Co-Amoxiclav for Oral Suspension USP 457 mg/5ml (Amoxicillin and Clavulanate Potassium for Oral Suspension USP)
(Amoxicillin Trihydrate USP equivalent to Amoxicillin USP 400 mg; Clavulanate Potassium USP equivalent to Clavulanic Acid USP 57 mg); Vién nén bao phim Co-Amoxiclav Tablets USP 1000 mg (Amoxicillin and
Clavulanate Potassium Tablets USP) (Amoxicillin Trinydrate USP equivalent to Amoxicillin 875 mg; Clavulanate Potassium USP equivalent to Clavulanic Acid 125 mg); Vién nén bao phim Co-Amoxiclav Tablets USP
375 mg (Amoxicillin and Clavulanate Potassium Tablets USP) (Amoxicillin Trinydrate USP equivalent to Amoxicillin 250 mg; Clavulanate Potassium USP equivalent to Clavulanic Acid 125 mg); Vién nén bao phim Co-
Amoxiclav Tablets USP 625 mg (Amoxicillin and Clavulanate Potassium Tablets USP) (Amoxicillin Trinydrate USP equivalent to Amoxicillin 500 mg; Clavulanate Potassium USP equivalent to Clavulanic Acid 125 mg);
EUROMOX LB 1000 Tablets Amoxicillin and Clavulanate Potassium with Lactic Acid Bacillus Tablets 1000mg (Lactic Acid Bacillus 60 million spores IHS Amoxicillin Trihydrate Equivalent to Amoxicillin USP 875 mg;
Clavulanate Potassium Equivalent to Clavulanic Acid USP 125 mg); EUROMOX LB 375 Tablets Amoxicillin and Clavulanate Potassium with Lactic Acid Bacillus Tablets 375mg (Amoxicillin Trihydrate Equivalent to
illin USP 250 mg; Clavulanate Potassium Equivalent to Clavulanic Acid USP 125 mg; Lactic Acid Bacillus In house 30 million spores); Faroclav Injection 600 mg (Co-Amoxiclav Injection BP 600 mg) (Sterile
£ Ammavicillin Codiim DD Cau icillin DD ENN mm: Dataceivim Claveilanatn DD o sl lonic Acid OD 100 maol: \ifdn ndn nhin t4n VAIRAAY NT IEA RS [ izillin N ihln Tobloke
39 |2960| IN- |Zee Laboratories |Uchani G.T.Road, Karnal- |* Thudc khéng vé trung: WHO-GMP |7/62-1Drug-I ~ " Office of the state drugs
236 132001 (Haryana), India + Thudc khéng chira khang sinh nhém betalactam: Vién nén, vién nén bao phim, vién nang cing, thuc udng dang 1dng, thudc dung ngoai (thudc kem, thuéc gel). 2022/8350 o & |controller, Haryana Food
x . . . . - a A a . s ~ N N L .
+ Thudc chita khdng sinh nhém betatactam: Vién nén, vién nang cing, sird kho. & o |and Drug Administration,
— =} K
< & |India
— =}
40 |2961| IN- |MEDIBIOS Plot No. J.-76, M.I.D.C., Thudc khéng vé trung (khdng bao gdm cephalosporin, penicillin, déc t& bao, héc mén): Vién nang cirng; bot/cdm/pellet dung dudng udng; vién nén. Indian- |NEW-WHO- ~ n |Food & Drug
. I N . . .
245 [LABORATORIES Tarapur, Boisar, Thane GMP GMP/CERT/ S S Administration, India
LIMITED 401506 Maharashtra KD/109707/ 8‘ 8‘
State, India 11/40165 g pd
41 |2962| IN- |Zeiss Pharma Unit Il IGC Phase Il, Samba, | * Thudc vé trung: EU-GMP |OGYEI/6957 National Institute of
295 [Limited (hodc Jammu & Kashmir, + Thudc san xuét vo trung: Thudc bdt pha tiém chira khang sinh Cephalosporin. 6-1/2023 " <« Pharmacy and Nutrition
Ltd.) hodc M/s. 184121, India (hodc Unit II, | * Thudc khdng vo trung: Thudc bot pha hdn dich chira khang sinh nhém Cephalosporin; Vién nén chira khéng sinh nhém Cephalosporin. § § (OGYEI), Hungary
Zeiss Pharma Ltd. |IGC SIDCO, Phase-II, * Péng gdi so cap: Thudc bdt pha hdn dich chira khang sinh nhém Cephalosporin; Vién nén chira khang sinh nhém Cephalosporin. < &
o - -
Samba, Jammu (J&K), * Pong goi thir cap. < -
g s AR VA i X A Lha P N o
India) * Kiém tra chat luvgng: Héa ly/Vat Iy/Vi sinh (thudc vo trung va khéng vé trung).
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42 [2963| IN- [Unique Survey Number 101/2 & * Thudc khdng vo trung: Vién ngam. EU-GMP |OGYEI/7238- National Institute of
308 |Pharmaceutical ~[102/1, Daman Industrial * Pong goi so cap: Vién ngam. 6/2023 Pharmacy and Nutrition
Laboratories (A |Estate, Airport Road, * Péng goi thir cap. (OGYEI), Hungary
Division of J.B. Kad.aiya: Dam.an, 3,96210’ * Kiém tra chat lwgng: Vi sinh (Khéng vo trung); Héa hoc/Vat ly.
Chemicals & India (cach ghi khac: Survey o ©
! No. 101/2 & 102/1, Daman 2] ]
Pharmaceuticals Industrial Estate, Airport :-; E
Limited) (cach ghi |Road, village Kadaiya, a ,OL
khdc: Unique Daman-396 210, India; hogc N Ll
Pharmaceuticals |Survey No 101/2 & 102/1,
Laboratories) Daman Industrial Estate,
Airport Road, Kadaiya, Nani
Daman, 396210 India)
43 | 2964 IN- |Macleods Block N-1, Village Theda, |S&n xuat; déng géi va kiém tra chat lwgng: Vién nén; Vién nén bao phim; Vién nang crng; Vién nang mém. WHO-GMP [HFW-H Health & family Welfare
362 |Pharmaceuticals |Post office Lodhimajra, [Drugs] ] S, |Department, Himachal
Ltd. Tehsil Baddi, Distt. Solan, 487/06 & | & [Pradesh, Baddi, Distt.
Himachal Pradesh - 8. 8 Solan., India
174101, India S a
44 | 2965 |IT-001|Bieffe Medital Via stelvio, 94- 23035 * Thudc vé trung: EU-GMP [IT/12/H/202 < © Italian Medicines Agency
S.P.A. Sondalo (So), Italia + Thudc tiét trung cudi: Dung dich thé tich 1on. 4 8 S |(AIFA)
+ Xudt xudng 16. : :
* Pong goi thir cap. 3 iy
* Kiém tra chat lwgng: Vi sinh (v triing); Héa hoc/Vat ly; Sinh hoc. ° -
45 | 2966 |1T-026|Kedrion S.P.A Strada Statale 7 Bis Km 19 |* Thudc vé trung: EU-GMP |IT/151/H/20 Italian Medicines Agency
5 Sant Antimo, Naples, + Thudc san xuat vo trung: Cac ché pham tir mau: Dung dich thé tich I&n; Dung dich thé tich nho; Thudc dong kho; Dung dich thé tich nhé: Aprotinin. 23 (AIFA)
80029, Italy + Thudc tiét trung cudi: Dung dich thé tich nhé (dung méi).
+ Xuit xudng. 0 9
* Thudc sinh hoc: 8. 8.
+ Cac san pham mau. 3 3
+San pham c6 ngudn géc tir ngudi hodc dong vat: chi Aprotinin. 3 3
+ Xudt xudng.
* Pong goi thir cap.
* Kiém tra chat lugng: Vi sinh (d6 vo tring); Héa ly; Sinh hoc (kiém nghiém LAL, kiém nghiém sinh hoc in vitro).
46 | 2967 [IT-039|Catalent Anagni |Localita Fontana Del Ceraso |* Thudc khéng vé trung: Vién nén, vién nén bao phim. EU-GMP |IT/174/H/20 Italian Medicines Agency
S.R.L (tén cii: SNC, Strada provinciale 12 + Xuét xudng 16 cac thudc khong vo tring néu trén 22 (AIFA), Italia
Bristol Myers Casilina N.41 (hodc Strada * Déng goi: N 0
Squibb S.R.L) provinciale Casilina 41), + Ddng gbi so cap: vién nén va vién nén bao phim (bao gébm ca thudc doc té bao/ kim t& bao); bao gbm ca vién nang cing. 2. 2.
aut Anagni (FR), 03012, Italy Oné 801 50 Cap P 8 ; bao g g citng 8§18
(* cach ghi khac: Loc Fontana| ;_Ejong gol tﬁ\u‘ cap. o o N PO - g g
Del Ceraso - 03012 Anagni i€ém tra chat lwgng: Vi sinh (vd trung, khdng vé trung); Héa hoc/vat ly; Sinh hoc.
(FR), Italy)
47 | 2968 |IT-089|E-Pharma Trento |Frazione Ravina - Via * Thudc khéng vé trung: Vién nén, thudc cém. EU-GMP |IT/99/H/202 - © Italian Medicines Agency
S.P.A Provina, 2- (hodc 2-38123) |* Ddng goi: 3 S S |(AIFA)
Trento (TN), Italy - Déng gdi so cdp: vién nén, dang bao ché rén khac. 3 S
- Péng goi thir cap. 2 3
* Kiém tra chat lugng. - «
48 | 2969 |IT-098|Fine Foods & Via Grignano, 43 - 24041, |* Thu8c khéng vo trung: Vién nang cing; Vién nén, vién nén bao phim; Thudc bét, thudc cém. EU-GMP [IT/55/H/202 Italian Medicines Agency
Pharmaceuticals |Brembate (BG), Italy * Xudt xwdng thude khdng vé trung. 3 (AIFA)
N.T.M. S.P.A. * Thudc sinh hoc: san pham chiét xuat tir ngudi hodc dong vat. - "
* Xudt xwdng thudc sinh hoc. S S
* Thudc duoc liéu. ; 2
) =
* Doéng goi: 0 ~
+ Ddng gbi so cap: Vién nang clrng, vién nén, vién nén bao phim, thudc bét, thudc cém. ~ ~
+Déng goi thir cap.
* Kiém tra chat lwgng: Vi sinh (khong vé trung); Héa hoc/ vat ly.
49 |[2970]IT-105(Alfa Intes Via Fratelli Bandiera, 26 - |* Thu8c san xut vé trung: EU-GMP |IT/189/H/20 Italian Medicines Agency
Industria 80026 Casoria (NA), Italy - Dung dich thudc nhd mét, Hn dich thuéc nhd mét (bao gdm ca thudc chira hormon corticosteroid), thudc san xuat vé trung khac: thudc bot pha dung dich thudc nhd mat. 23 ] 9 |(AIFA)
Terapeutica - Chirng nhan 16. 2. 2.
Spendore S.R.L * Péng goi thir cap. : é,'
* Kiém tra chat lugng. 3 5
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50 |2971| JP- |Bushu 950, Hiroki, Ohaza, Misato-|* San pham: Japan- [977;758 . © Ministry of Health,
o~
026 [Pharmaceuticals |machi, Kodama-gun, + Vién nén bao tan trong rudt Pariet Tablets 10mg (Sodium Rabeprazole 10mg). GMP g S S  |Labour and Welfare
o~ o~
Ltd. Misato Saitama-ken, Japan + Vién nén bao duwdong Methycobal Tablets 500 pg (Mecobalamin 500 pg). (twong :‘: h & [(MHLW), Japan
o -
Factory duong EU- ,O\‘ SI g
GMP) ~
51 |2972| JP- |Otsuka 13 Minami, Shishitoki, Vién nén bao phim Mucosta Tablets 100mg (Rebamipide 100mg). Japan- |GMP: 5779 Ministry of Health,
034 [Pharmaceutical Matsutani, Itano-cho, GMP Notification: By © |Labour and Welfare
Co., Ltd. Itano-gun, Tokushima 779- (twong (3630308000 [ & S |(MHLW), Japan
Tokushima Itano 0195, Japan duong EU- |365 ngay 8 'oT
Factory GMP) [21/07/2021 | &R N
52 |2973| KR- |Theragen Etex 58 Sandan-ro 68beon-gil, |* Thudc udng dang rin: Vién nén (bao gdm vién nén, vién nén bao phim, vién nén dit am dao, vién nén bao tan & rudt); vién nang cirng. PIC/S-GMP|2022-D1- ~ «n |Gyeongin Regional Office
016 (Co., Ltd Danwon-gu, Ansan-si * ThuSc udng dang dung dich: Sird, dung dich uéng. 1923 § § of Food and Drug Safety,
Gyeonggi-do, Republic of ] % [Korea
Korea ﬁ 2
53 [2974| KR- |YooYoung 33, Yongso 2-gil, * Vién nén, vién nén bao tan & rudt; vién nén nhai; vién nén bao phim; Vién nang cing. PIC/S-GMP |2024-G1- <« © Daejeon Regional Office
065 [Pharmaceutical Gwanghyewon-myeon, * Dung dich tiém (dang bom tiém ddéng san). 0111 S S |of Food & Drug Safety,
2 P e N SN [ [
Co., Ltd Jincheon-gun, * Kiém tra chat luvgng: Héa/Ly; Vi sinh khéng vo trung; Thir vé trung. & & |Korea
o -
Chungcheongbuk-do, D S‘
Republic of Korea
54 | 2975| MY- |B. Braun Medical |Bayan Lepas Free * Thudc v trung cd tiét trung cudi: Dung dich thé tich 1én; dung dich thé tich nhé. PIC/S-GMP|3024/23 " © National Pharmaceutical
003 |Industries Sdn. Industrial Zone, 11900 * Xudt xwdng thudc vo trung. S S [Regulatory Agency,
v o~ o~
Bhd. Bayan Lepas, Pulau * Pong goi thir cap. 8‘ 8‘ Ministry of Health
Pinang, Malaysia. * Kiém tra chat lwgng: vi sinh (v6 trung); héa hoc/ vat ly. - & |Malaysia
— -
55 |2976| NL- |Janssen Biologics |Einsteinweg 101, Leiden, |* Xuat xuéng thudc v trung. EU-GMP |NL/H o o [|Health and Youth Care
001 |B.V. 2333CB (hodc 2333 CB * Xudt xwdng thudc sinh hoc: San pham céng nghé sinh hoc. 23/2048463 § § Inspectorate -
Leiden), Netherlands * Kiém tra chat lugng. V2 g' g Pharmaceutical Affairs,
* Nguyén liéu hoat chat (San xuat va kiém tra chat lwgng): Infliximab; Abciximab; Golimumab; Ustekinumab; Siltuximab. g S' Netherlands
56 |2977| PK- |Remington 18 K.M. Multan Road, * ThuBc vo tring: thudc nhd mat (dung dich; hdn dich); thudc m& tra mét. Pakistan- |157/2023- Drug Regulatory
008 [Pharmaceutical |Lahore - Pakistan * ThuBc khong vo tring: vién nén; vién nén bao phim; vién nang; siro; hdn dich udng; dung dich thudc (nhé tai, nhé miii), hdn dich thudc (nhé tai, nhd mii, xit mi); dung dich stc GMP DRAP (AD) ] 9 |Authority of Pakistan
Industries (Pvt.) hong; hdn dich khé (dry suspension); thudc dung ngoai da (kem, m&; lotion). (twong 8 8 (Lahore)
Ltd., duong ] 3
WHO- 3 a
GMP)
57 |2978| PK- |M/sEfroze 146/23, Korangi Industrial |Vién nén (bao gdm ca thudc chita hormon); vién nang; thuéc bat pha hdn dich udng, siro; thudc bot. WHO-GMP [N0.05/2023- | o .n |Drug Regulatory
015 [Chemical Area, Karachi, Pakistan DRAP(K) § § Authority of Pakistan
Industries (Pvt.) ] g
Ltd. 3 ®
58 |2979| PL- |Chemiczno- ul. J. Lea 208, 30-133 * Thudc khdng vo trung (bao gdm ca chat cé hoat tinh cao va chat huéng tam than nhém IV-P): EU-GMP [IWSF.405.27 Main Pharmaceutical
031 [Farmaceutyczna |Krakéw, Poland - Thudc udng dang ldng: siro. .2021.1P.1 Inspectorate (MPI),
Spétdzielnia Pracy - Vién nén, vién nén bao phim . WTC/0029_ 0| & S, |Poland
,,Espefa" - Chirng nhén 16. 1.01/94 2. 2.
* 6 < &
6ng goi: 1) S
- Déng gdi so cap: Thuc udng dang l6ng, vién nén R b
- Péng goi thir cap.
* Kiém tra chat lwgng: Vi sinh (khéng vé trung); Hoéa/ly.
59 |[2980| RO- (Infomed Fluids Bulevardul Theodor Pallady |* Thudc vé trung: EU-GMP |042/2023/R National Agency for
010 |S.R.L. (Cach ghi  |nr.50, sector 3, Bucuresti, + Thudc tiét trung cudi: Dung dich thé tich 1&n [dugc déng trong lo thly tinh (glass vial) va trong tdi PVC/non-PVC (thé tich tir 50ml t&i 5000ml)]. o Medicines and Medical
khéc: S.C. Co‘,j 0322_66' IRoma”'a + Xuat xudng 16. Devices (NAMMD),
Infomed Fluids LCa”c};ghl H;ZC‘ St: Th:odor * Pong goi cap 2. g § Romania
allady nr. 50, sector 3, s 2 NS i VA o A S i KA PR At e Qi & g
S.R.L.) Bucuresti, cod 032266, Kiém Era chyat Iu'ang. Vi sinh: Vojrung, V{ 5|4nh. Khéng vo trung; Hoa hoc/Vat ly; Sinh hoc. 3 g
Romania / 50 Theodor (hoat dong san xudt dugc thyc hién tai Building A2) g? B‘
Pallady blvd., Sector 3,
Bucharest - Romania)
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60 |[2981| SE- [Recipharm Bjorkbornsvagen 5, * Thudc vo trung: Thudc tiét trung cudi dang ban rén (gel); EU-GMP |6.2.1-2023- o o |Medical Products Agency
002 |Karlskoga AB Karlskoga, 69133, Sweden |* Thudc khong vé trung: Dung dich thut tryc trang; thudc dang ban ran (kem, m&), thudc dan; miéng dén ngoai da. 019882 § § (MPA), Sweden
g |3
IN S
61 |2982| SE- |Recipharm Mariefredsvagen 35, Thu8c chira khang sinh nhém penicillin: EU-GMP ([6.2.1-2022- Medical Products Agency
007 [Strangnas AB Dombkyrkofors, Med Aspo, |* Thuéc khéng vé trung: 072455 - " (MPA), Sweden
Strangnas 645 41, Sweden | + Vién nang crng; thudc bot, thudc cdm; vién nén. 2] 8
+ Xuat xudng 16. z E
* Péng gdi so cap: vién nang cing; thudc bot, thudc cém; vién nén. g g
* Pong goi thir cap.
* Ki€ém sodt chit luvgng.
62 |2983|SI-001(Lek Verovskova Ulica 57 (hodc |* Thudc khong vé trung: Vién nang cirng; Vién nén, vién nén bao phim, thuéc bét, thudc c8m; hat pellet, vi nang (micropellet); EU-GMP |401-1/2023- - © Agency for medicinal
Pharmaceuticals |Verovskova 57), Ljubljana, |* Thudc duwoc liéu. 6 2] S  [products and medical
d.d (viét tat: Lek 1526 (hodc SI-1526 * Xudt xwéng 16 E E devices of the Republic
d.d) Ljubljana) Slovenia * Péng gdi so cap, dong goi thir cap. g E of Slovenia
* Kiém tra chat lwgng: Vi sinh (thudc khéng vé trung); Héa hoc/Vat ly.
63 |2984| TW- [UChu (32473) No. 17-1 Chih Lan |* Thudc khong vo tring: Dung dich thudc; Thubc dang ban ran (thusc m&, kem); vién nén bao phim, vién nén; thudc bot, thuc cdm; vién nang chira pallet; vién nang mém, vién | PIC/S-GMP (08953 Ministry of Health and
015 [Pharmaceutical |Vil., Shin Wu dist., Tao nang cirng. Welfare, Republic of
Co., Ltd. Yuan city, Taiwan, R.O.C. 0 © |China (Taiwan)
(* Cach viét khac: No. 17-1 & &
Chih Lan Vil., Shin Wu 2 2
dist., Tao Yuan city, Q 3
Taiwan, R.0.C.)
64 |2985| US- |AstraZeneca 587 Old Baltimore Pike, * Thudc khdng vé trung: vién nén bao phim U.S. cGMP |FEl: 2517100 " < United States Food and
014 [Pharmaceuticals |Newark, DE 19702, USA (twong |El End: =] S [Drug Administration
Lp duong EU- [19/07/2023 | & |ws. Foa)
GMP) % | 2
-~ o
65 |2986| US- |Janssen-Ortho LLC|State Road 933 Km 0.1, * San xudt: Vién nang cirng; Vién nén, vién nén giai phong bién déi, vién nén bao phim. U.S. cGMP [FEl: o < United States Food and
038 Mamey Ward, Gurabo, * Pong goi va dén nhan. (twong 13002942061 =] S  [Drug Administration
Puerto Rico, 00778, United | * Kiém tra chat lwgng xuat xudng: Héa hoc/Vat ly. duwong EU- |El end: ; 2 (U.S. FDA)
States GMP)  |28/03/2023 g ;
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