PHU LUC 1: DANH SACH CO' SO SAN XUAT THUOC, NGUYEN LIEU LAM THUOC TAI NUO'C NGOAI PAP NG GMP

Pot 25
( Theo cong vin s8 575/QLD-CL ngay 17/01/2023 cua Cuc Quan ly Dwoc)
ID TEN €O’ SO’ SAN . ; - NGUYEN | GIAY CH. |NcAy | NGAY -
STT cc ID CT XUAT DIA CHI PHAM VI CHUNG NHAN TAC cMP NHAN CciPp Il-lli'; CO QUAN CAP
1 2106 | AM- |Ligvor CJSC 7/9, Kochinyan st., * Thu8c vo trung: WHO-GMP [AM/EAEU/H Ministry of Health of the
001 Yerevan 0089, Republic of |+ Thudc san xuat vé trung: Dung dich thé tich nh; /2022/01/01| & 1 |Republic of Armenia
Armenia + Thu@c tiét trung cudi: Dung dich thé tich nhé; Dung dich thé tich I6n; 8. 8,
* Péng goi thir cap 8 Eg'
* Xudt xwéng 16 pa 3
* Kiém tra chat lwgng: hda hoc/vat ly.
2 2107 AT- |Fareva Unterach |MondseestraRe 11,4866 |* Thuéc vé trung: EU-GMP [INS-484064- Federal Office for Safety
022 |GmbH Unterach am Attersee, + Thud8c sdn xuat vo trung: dang l6ng thé tich nhé (d6c t& bao/ kim té bao) 101127916- ~ w |inHealth Care, Austria
Austria + Thudc tiét trung cudi: dang 1dng thé tich nhé (ddc t& bao/ kim té& bao) 17654342 S =
+ Ching nhan 16 (4/10) g E
* Thudc sinh hoc: san pham chiét xuat tir ngudi hodc déng vat o o
* Péng goi thi cap © ”
* Kiém tra chat lwgng: Vi sinh (thudc khong vé trung); ly/ héa/ sinh
3 | 2108| AU- |GlaxoSmithKline (1061 Mountain Highway |Thu8c khéng chira khéng sinh nhém beta lactam: Tuong |MI-2022-LI- ~ " Therapeutic Goods
006 |Australia Pty Ltd |Boronia Vic (ho3c * ThuBc khong vé trung: Thudc dang bom/théi (Insufflation); dwong EU-{08116-1 S S |Administration (TGA),
Victoria) 3155 Australia * Thudc vo trung: thude dung dich, thudc hdn dich, thudc nwéc udng. GMP g g Australia
* Péng goi thi cap va xulé't xudng: Thubc vd trung, thudc khéng vé trung m’ QI
* Viéc san xudt d&i vai véc xin Rotarix chi bao gdm cac cdng doan hdn, dong, déng goi va dan nhan.
4 |2109| AU- |Aspen Pharma Pty |286-302 Frankston- * ThuBc khdng vé truing: Vién nang cirng; thudc udng dang ldng; vién nén; thudc c6m; thudc bdt; thudc kem; thudc Australia- [MI-2022-LI- ~ < Therapeutic Goods
011 |Ltd Dandenong Road, phun mu; thudc stc miéng; dung dich dung ngoai; thuéc m&, bot nhio. GMP  |09770-1 9 S |Administration (TGA),
Dandenong South VIC (twong % g Australia
3175, Australia duong EU m’ D‘
GMP)
5 2110| BE- |Alcon-Couvreur Rijksweg 14, Puurs, 2870 |* Thudc vo trung: EU-GMP |BE/GMP/202 Federal Agency for
003 |NV (hodc B-2870), Belgium + Thudc sdn xuat v trung: dung dich thé tich nhd: Thudc nhd mét (dung dich, hdn dich). 1/065 ~ < Medicines and Health
Cach ghi khac: * Thuéc sinh hoc: Thu8c cong nghé sinh hoc (chi pha ché va déng lo) S S |Products (FAMHP),
S.A. Alcon- * Chirng nhan xuat xwéng: Thudc vo trung va Thudc cdng nghé sinh hoc. ; :'r‘ Belgium
Couvreur N.V. E g
hodc SA. Alcon-
Couvreur NV
6 2111 | BE- [Pfizer Rijksweg 12, Puurs, 2870, |* Thu6c v6 trung: EU-GMP |BE/GMP/202 - < Federal Agency for
007 |Manufacturing Belgium + Thudc sdn xuat vo trung: Dang |dng thé tich nho. 1/099 S S |Medicines and Health
Belgium NV * San pham sinh hoc: Thudc mién dich. : g Products (FAMHP),
* Xuat xudng thudc vo trung, thudc mién dich. g E Belgium
* Déng gbi thir cap.
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D TEN CO' SO SAN . ) ) NGUYEN | GIAY CH. |ncAy | NGAY -
STT cc ID CT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP II-.IIIZI]\'I CO' QUAN CAP
7 |2112| BE- |Baxter SA (Baxter |Boulevard René * Thuéc vo trung: EU-GMP |BE/GMP/202 Federal Agency for
009 (S.A/Baxter S.A.) Branquart 80, Lessines, + Thudc tiét trung cudi: 0/127 Medicines and Health
7860, Belgium - Dung dich, nhii dich thé tich I&n; Products (FAMHP),
Cach ghi khac: Bd. René - Dung dich, nhii dich thé tich nhé. Belgium
Branquart 80, B-7860 * Xudt xwéng thudc vo trung. b iy
Lessines, Belgium * Péng goi thir cap. 2, 8'
hodc: Bd René Branquart 3 ﬁ
80, B-7860 Lessines - S 3
Belgium hoac: Boulevard
René Branquart 80, B-
7860 Lessines - Belgium
8 |2113| BG- |Sopharma AD 16 Iliensko Shosse Str., * Thuéc vo trung: EU-GMP |BG/GMP/20 ~ \n |Bulgarian Drug Agency
001 Sofia 1220, Bulgaria + Thu6c sdn xuat vé trung (khdng bao gdbm ddéng géi): thudc déng kho; dung dich thé tich nhé. 22/217 § §
* ThuBc khdng vo trung: Vién nang cing; vién nén, vién nén bao phim. :' g
* Thuéc duoc liéu. ) 5
9 2114 | BG- |BALKANPHARMA - |3 SAMOKOVSKO SHOSSE  [* ThuSc khéng vé trung: Vién nang cirng; vién nén, vién nén bao phim. EU-GMP |BG/GMP/20 ~ .~ |Bulgarian Drug Agency
005 | DUPNITSA AD STR., DUPNITSA 2600, * Péng goi so cap: bao gdm ca vién nang mém 22/204 § §
BULGARIA * Dong goi thi cap S g
* Kiém tra chat lwgng: vi sinh, ly/héa hoc g’ (‘—c;
10 | 2115| CA- |ApotexInc. 150 Signet Drive, Toronto, |San xut ban thanh pham (khéng bao gdm cdng doan déng géi) va kiém nghiém: Vién nén, vién nén bao phim, vién Canada- (79547 ~ - Health Products
008 Ontario, M9L 1T9, Canada |nang. GMP 9 S |Compliance Directorate,
(twong g g Health Canada
duong EU- 3’ 3‘
GMP)
11 | 2116| CA- |ApotexInc. 4100 Weston road, Pdéng gdi va dan nhan: Vién nén, vién nén bao phim, vién nang. Canada- (79546 ~ - Health Products
009 Toronto, Ontario, M9L GMP 9 S  [Compliance Directorate,
2Y6, Canada (twong g g Health Canada
duong EU- 3’ 3‘
GMP)
12 | 2117| CH- |Vifor Rechenstrasse 37, 9014 * ThuBc khdng vé trung: Tuwong |[GMP-CH- Swiss Agency for
013 ((International) Inc |St. Gallen, Switzerland + Céac dang bao ché ran. duong EU- 1001855 - n Therapeutic Products
+ Xuat xudng 16. GMP S S |(Swissmedic)
* Pong goi: ; ;
+Pong gbi so cap: cac dang thudc khdng v trung trén. : ﬁ
+Déng gbi thir cap.
* Kiém soat chat lwgng: Vi sinh (thudc khdng vo tring); hda hoc/vat ly
13 | 2118| CH- |Alpex Pharma SA [Via Cantonale, 6805 * Thudc khéng vé trung: vién nén sti bot, vién nén phan tan Tuong |GMP-CH- Swiss Agency for
025 Mezzovico-Vira, * Xut xwdng 16 thudc khéng vé tring duong EU- 11002877 ~ < Therapeutic Products
Switzerland * Péng gbi cap 1: cac dang thudc trén GMP S S [(Swissmedic)
* Péng goi cap 2 g g
* Kiém tra chz?’t lwgng: g 8.'
+ Vi sinh: thudc khong vo trung
+ Hda/ly
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- : . - - | NGAY
ID TEN CO’ SO’ SAN 2 - A NGUYEN | GIAY CH. [NGAY pos P
STT ID CT pe PIA CHI PHAM VI CHUNG NHAN < A o HET CO QUAN CAP
CC XUAT : y y TAC GMP NHAN CAP HAN Q
14 | 2119| CY- |Remedica Ltd AHARNON STREET, * Thudc khéng vé trung (cac sdn pham chéng ung thw): Vién nang cirng; Vién nén EU-GMP |REM10/2022 Pharmaceutical Services
005 [(BUILDING 10 - LIMASSOL INDUSTRIAL /001 ~ < Ministry of Health,
ANTINEOPLASTIC |ESTATE, LIMASSOL, 3056, a S |cyprus
o~ o~
& Cyprus 8. S‘
IMMUNOMODUL > Lh
— o~
ATING PRODUCTS)
15 |2120| DE- |Medac TheaterstraBe 6 22880 * Xuat xwdng 16 thudc vo trung. EU-GMP [DE_SH 01 G| < |Coauan Tham quyén
001 |Gesellschaft fur  [Wedel Germany * Xuat xwdng 16 thudc khéng vo trung. MP_2022. 0| S S |[Puc
v, 2 A ~ S N . ~ . 7 S ~ Ky Ay ~ a a (] N
klinische * Xudt xudng 16 thubc cong nghé sinh hoc, thudc sinh hoc cé nguén goc tlr ngudi hodc dong vat. 011 8‘ é
Speczialpraparate * PDéng goi thir cap. S &
o~ —
mbH
16 |2121| DE- |Panpharma GmbH [BunsenstraRe (hodc * Thu8c vo trung: EU-GMP |DE_SH_01_G Co quan thdm quyén
013 |(Tén cii: Bunsenstrasse) 4, 22946 + Thudc sdn xuit vo trung: Dung dich thé tich I&n; dung dich thé tich nho (chira hormon va cac chat c6 hoat tinh MP_2022_0 burc
Rotexmedica Trittau, Germany hormon). 031 q &
GmbH + Thudc tiét triing cui: Dung dich thé tich nhé; dung dich thé tich Iom. 8 | 8§
Arzneimittelwerk) * Thudc sinh hoc: Sdn phdm cé ngudn goc tir ngudi hodc ddng vat. 8 S.
* Dong goi: Pong gdi thir cap 3 ~
* Kiém soat chat luvgng: Vi sinh: V6 trung; Hoa hoc/vat ly; Sinh hoc
17 |2122| DE- |Vetter Pharma- |Eisenbahnstr. 2-4, 88085 |* Thudc vo trung (bao gdbm ca thudc chira hoat chat cé hoat tinh hormon): EU-GMP |DE_BW_01_ Co quan thdm quyén
020 [Fertigung GmbH |Langenargen, Germany. + Thudc sdn xuat vo trung: thudc déng khé ; dung dich thé tich nho GMP_2022_ | " burc
& Co.KG (Céch ghi khac: + Thudc tiét trung cudi: dung dich thé tich nhé. 0131 S =
~ . ~ » . ~ » 2 » « X . 2 » a ~ . A 2 ~N [N}
Eisenbahnstrasse 2-4, * Thuoc sinh hoc: Ché pham mau: ché pham plasma; san pham mién dich; san pham céng nghé sinh hoc (bao gom ca 8’ ”3
88085 Langenargen, thudc chira dugc chat cé hoat tinh hormon); san pham chiét xuat tir ngudi, déng vat. ‘H"‘ (q-\"
Germany)
18 |2123| DE- |B.Braun StraBe 134212 * Thudc vo trung cd tiét trung cudi: Dung dich thé tich nhé; Dung dich thé tich 16n; EU-GMP |DE-HE-01- ~ »  |Coauan tham quyén
026 [Melsungen AG Melsungen, Germany *San pham duoc cap phép xuat khdu dén Viét Nam (theo Phu luc 8 - Gidp phép san xuit): Aminoplasma Hepa-10%; GMP-2022- S S [Puc
[o\] [
(Cach ghi khac: Carl - Aminoplasma B. Braun 10%E; Aminoplasma B. Braun 5%E; Lipidem; Lipofundin MCT/LCT 10%; Lipofundin MCT/LCT 0060 %y &
o o
Braun - Strafe 1, 34212 20%; NutriFlex Lipid Peri; Propofol - Lipuro 1% :’ (‘_.\"
Melsungen, Germany)
19 |2124| DE- |Pharbil Waltrop  |Pharbil Waltrop GmbH * ThuBc khdng vé trung: Thudc udng dang l1dng; thudc dung ngoai dang 1dng; pellets (chira hormon); thuéc cém EU-GMP |DE_NW_05_[ « < |Coquanthdm quyén
041 |GmbH Im Wirrigen 25, 45731 (chtra hormon); thudc bén ran (chira hormon); thudc dat am dao (chira hormon); vién nén (chira hormon). GMP_2022_ § § blc
Waltrop, Germany 0008 i a)
& ~
i -
20 |2125| DE- |Lindopharm Lindopharm GmbH * Thudc khéng vé trung: Vién nén chira chat cé hoat tinh hormon; thudc vé trung khac (thudc bét; thudc cém). * EU-GMP |DE_NW_03_|[ « < |Coquanthdm quyén
046 |GmbH Neustrasse (hodc Xudt xwdng. * Pong gdi : + Dong gdi so cap: Vién nén; thubc vd trung khac (thudc bét; thudc cdm) GMP_2022_ § § Pilrc
Neustrape) 82 40721 +Déng gbi thir cap. * Kiém tra chat lwong 0017 8' =]
Hilden, Germany ;j' g
21 | 2126 DE- |Biotest Pharma Biotest Pharma GmbH, Xudt xudng thudc vo trung va thudc sinh hoc (sdn pham mau). EU-GMP |DE_HE_01_ — < |Coquanthdm quyén
069 (GmbH Landsteinerstrasse 5, GMP_2021_ § § bulrc
63303 Dreieich, Germany 0113 =) g
~ <
o o
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D TEN CO' SO SAN . ) ) NGUYEN | GIAY CH. |ncAy | NGAY -
STT cc ID CT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP I:.[IXI]\‘I CO' QUAN CAP
22 | 2127 DE- |A.Nattermann & |Nattermannallee 1, 50829 |* ThuSc khéng vé trung: Vién nang cirng; thudc udng dang 1dng; thudc dung ngoai dang 1dng; thudc bot; thudc cdm; | EU-GMP |DE_NW_04_ Co quan thdm quyén
104 (Cie. GmbH Kéln, Germany thudc dang keo (pastilles); thudc dang ban ran; vién nén; vién nén bao phim; vién nén bao dwong; vién nén sdi bot. GMP_2021_ Dlrc
* Xudt xwéng thudc khéng vé trung. 0052
* Thuéc duoc liéu. . -
* Péng goi: S S
+Dong gbi so cap: chi déng gdi so cap thudc dang ban ran. g g
+Dong gdi thir cp: bao gdm hoat déng déng goi, dan nhan, xuat xwéng 16. :’ ,‘7‘,
* Kiém tra chat lvgng:
+ Vi sinh: Khong vo trung.
+ Hoda hoc/Vat ly.
23 | 2128 | DE- (Bolder Rheinische Allee 11, *Thudc khdng vé trung: vién ngadm (pastille/ lozenges san xuat bang phwong phap d6 khuén). EU-GMP |DE_NW_04_| <« |Coquanthdm quyén
108 |Arzneimittel 50858 Kéln, Germany * Péng gbi so cap: vien ngam (pastille/ lozenges san xuat bang phuong phap dé khuon). GMP_2022_ § § blrc
GmbH &Co.KG * Pong goi thir cap 0009 g )
* Kiém tra chat lwgng: héa hoc/ vat ly. g g
24 | 2129 DE- |Aeropharm GmbH |Francois-Mitterrand-Allee |* Thudc khéng vé trung: EU-GMP [DE_TH_O1H ~ < Co quan thdm quyén
109 1, 07407 Rudolstadt, + Dang bao ché ¢d 4p lwc; thudc bt hit., bao gom ca thiét bi I3p rap duoc. _GMP_2022| 8 S [buc
Germany + Xuat xudng 16. _0002 g §
* PDéng goi thir cap. 2 'SI
* Hoa hoc/Vat ly.
25 | 2130 DE- |Labor LSSE & Co. |Mangelsfeld 4, 5,6, Bad  |* Xuat xudng thubc vé trung. EU-GMP |DE_BY_05_G| o «~ |Coquanthdm quyén
127 |kG 97708 Bad Bocklet- * Xudt xudng thudc khdng v trung. MP 20200 | S | & [puc
GroRRenbrach, Germany * Kiém tra chat lwgng: Vi sinh (v6 trung, khéng vo trung); Hoa hoc/Vat ly; Sinh hoc. 035 g fﬁ\'l
8 g
26 |2131| DK- |Novo Nordisk A/S [Novo Alle 1, Bagsvaerd, * Thuéc vo trung: EU-GMP [DKH Danish Medicines
002 2880, Denmark + Thudc san xuat v trung: Dang 16ng thé tich nhé (dung dich, hon dich). 10000517 Agency
* Xudt xudng thube vo trung. N n
* Xuat xwdng thudc khdng vé trung. 3 8
* Thuéc sinh hoc: B Elr
+ Thué8c cong nghé sinh hoc. A kS
* Xudt xwdng thudc cdng nghé sinh hoc.
* Kiém tra chat lwgng: Vi sinh (V6 trung; Khdng vé trung); Héa hoc/Vat ly; Sinh hoc.
27 |2132| DK- |Novo Nordisk A/S |Brennum Park 1, * Thuéc vo trung: EU-GMP [DKH Danish Medicines
004 Hilleroed, 3400, Denmark | + Thudc san xuat vé trung: Thudc dang l6ng thé tich nhé. 10000355 ~ < |Asency
(* Cach ghi khac: * Xudt xwéng thudc vo trung. S g
Brennum Park, Hilleroed, |* Thudc sinh hoc: Thuéc cdng nghé sinh hoc. g §
3400, Denmark) * Xuat xudng thudc sinh hoc: Thudc cdng nghé sinh hoc. 3' 5.'
* Péng gbi thir cap.
* Kiém tra chat lwong: Hoa hoc/Vat ly.
28 |2133| ES- |CYNDEA PHARMA |Poligono Industrial * Thudc khéng vo trung: EU-GMP |6358/22 Co quan thdm quyén
003 (S.L Emiliano Revilla Sanz, + Vién nang mém (bao gdbm ca héc mdn va chat cé hoat tinh héc mén) ~ " Tay Ban Nha
Avda. de Agreda, 31, +Vién nén, vién nén bao phim (bao gdm ca héc mén va chat cé hoat tinh héc mén) a a
Olvega 42110 (Soria), * Péng goi so cap: cac dang trén, bao gdm ca vién nang cirng. 5 g
Espana (Tay Ban Nha), * Péng gbi so cap: cac dang trén, bao gdm ca vién nang cing. :‘ 8‘
Spain * Péng goi thir cap
* Kiém tra chat lwgng: vi sinh (thudc khdng vé trung); héa/ ly.
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D TEN CO’ SO SAN . . . NGUYEN | GIAY CH. |ncAy |NG6AY _
STT cc ID CT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP II'.III-I;'I]\'I CO' QUAN CAP
29 | 2134 ES- |Glaxo Wellcome |Avda. De Extremadura, 3. |* ThuSc khéng vé trung: Thudc udng dang ldng (bao gdm ca thudc chira hormon hodc dugc chat ¢ hoat tinh EU-GMP |3167/22 Co quan thdm quyén
017 |S.A Poligono Industrial hormon); vién nén, vién nén bao phim; thuéc phun mu dang hdn dich, dung dich dé xit miii (bao gdm ca thudc chira Tay Ban Nha
Allenduero, 09400-Aranda [hormon hodc hoat chat cé hoat tinh hormon)
de Duero. (Burgos), Spain. |* Xuat xwéng thudc khéng vé trung.
(* Cach ghi khac: Avda. De [* Dong goi:
Extremadura no 3, 09400 |+ Ddng gdi so cap: Vién nang cirng; Thudc udng dang 16ng (bao gdm ca thudc chira hormon hodc duoc chat cé hoat
Aranda de Duero. tinh hormon); vién nén, vién nén bao phim; thudc phun mu dang hén dich, dung dich dé xit miii (bao gdm ca thudc
(Burgos), Spain; Avenida |chira hormon hodc duoc chat cé hoat tinh hormon) N v
De Extremadura 3, Aranda |+ Déng géi thi cap. 8. g
de Duero, Burgos, E- * Kiém tra chat lwgng: vi sinh (khéng vé trung), héa/ ly 5 8
09400, Spain; Q 3
Avenida Extremadura, 3,
09400-Aranda de Duero
(Burgos) (hodc Aranda de
Duero, Burgos 09400),
Spain
30 | 2135 ES- |LABORATORIO Baronessa de Malda, 73, |* Thudc khdng v trung: Vién nén (bao gdbm ca hormon va chat cé hoat tinh hormon); thudc uéng dang ldng; thuéc EU-GMP |NCF/2250/0 | in  |Ministry of Health of
030 |ALDO-UNIONSL 08950 Esplugues de dung ngoai dang 1dng; thudc phun mu (bao gdbm ca hormon va chat ¢ hoat tinh hormon); 01/CAT § § Government of
Llobregat (Barcelona), '5' g' Catalonia, Spain
Spain 9 N
31 | 2136 [FI-002|Orion Oyj / Orion |Tengstréminkatu 8, Turku, |* Thu6c khéng vé trung hoat tinh cao: Vién nang cirng (chira chat déc t& bao); thudc dung ngoai dang 16ng (chira EU-GMP |FIMEA/2022 Finnish Medicines
Corporation / FI-20360, Finland hormon); thudc gel, thuSc m& (chira hormon); vién nén (chira chat doc t& bao va sulphonamide). /000364 IN] L |Agency (FIMEA)
Orion Pharma (* Cach ghi khac: * Péng goi so cap: Khdng bao gdm vién nang cing. 2' g
Tengstrominkatu 8, Turku, g 8
20360, Finland) 3 S
32 | 2137 |FI-005|Orion Oyj / Orion |Volttikatu 8, Kuopio, * Thudc khong vé trung (san pham cé hoat tinh cao): thudc dung ngoai dang 16ng (dung dich dung ngoai, nhé miii, xit | EU-GMP |FIMEA/2021 Finnish Medicines
Corporation / 70700, Finland mii, rira mii, nhé tai, rira tai, thudc x8); thu6c udng dang 16ng (thudc nho giot, thudc udng dang léng chira /006492 ~ < Agency (FIMEA)
Orion Pharma sulfonamides). =] g
* Xuat xwdng thudc khdng vé trung. 5 S.
* Dong goi: ﬁ ‘<_'r.
+Ddng gbi so cap: thudec udng dang long; thudc dung ngoai dang long.
+Dong gdi thir cap.
33 | 2138| FR- [Laboratoires 20 rue Louis-Charles * Thudc khéng vé trung: vién nang mém; thudc bét; thudc dan; vién nén. EU-GMP |2022_HPF_F French National Agency
006 [Galeniques Vernin |Vernin, DAMMARIE LES * Xudt xwdng thudc khéng vé trung. R_005 ~ < for Medicines and
LYS, 77190, France * Thudc tir duoc liéu. a S [Health Products Safety
Céch viét khac: 20, rue | * Dong goi: g g (ANSM)
Louis-Charles Vernin, +Déng goi so cz?p’: vién nang mém; thudc bét; thudc dan; vién nén. 2‘ 8‘
77190, DAMMARIE LES [+ Déng géi thir cép.
LYS, France * Kiém tra chat lwgng: Vi sinh: khéng vé trung; Héa hoc/Vat ly.
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D TEN CO' SO SAN . ) ) NGUYEN | GIAY CH. |ncAy | NGAY -
STT cc ID CT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP II'.III'I;'I]\'I CO' QUAN CAP
34 | 2139 FR- |SOPHARTEX (hodc |21 rue du Pressoir, * ThuBc khdéng vé trung: Vién nang cirng; thudc uéng dang 1dng; thudc c6m, thudc bét; vién nén; vién nén dat am EU-GMP |2022_HPF_F National Agency for the
014 |Laboratoires VERNOUILLET, 28500, dao; vién bao duwdng, vién nén bao phim. R_006 ~ < Safety of Medicine and
Sophartex) France * Xudt xwéng thudc khéng vé trung S S |Health Products
Cach ghikhac: 21 ruedu [* Dong goi: § g (ANSM), France
Pressoir, 28500, +Dong gbi so cap: vién nang cirng; thudc udng dang 16ng; thudc cdm; vién nén; vién nén dit 4m dao. 8‘ :‘.'
VERNOUILLET, France + Pong gbi thir cap.
* Kiém tra chat lwgng: Hoa hoc/Vat ly.
35 | 2140 FR- |Delpharm Dijon 6 Boulevard de L'Europe, |* Thuéc vé trung: EU-GMP (2022_HPF_F French National Agency
017 Quetigny, 21800, France + Thudc sdn xuat vo trung: Dang ldng thé tich nhd, Dang rén va cdy ghép. Bt ban thanh pham hén dich nano R_056 N Y, |for Medicines and
(limited to sterile nanosphere suspension in bulk). 8. 8, Health Products Safety
+ Thudc tiét trung cudi: Dang ldng thé tich nhé. g :. (ANSM)
* ThuGc khdng vo trung: Vién nang cing, thubc bot, thudc c6m, thudc ban rén, vién nén. pa 3
* Thudc sinh hoc: San pham cé ngudn gdc chiét xuat tir ngudi hodc dong vat.
36 | 2141 FR- |Merck Santes.a.s |2 rue du Pressoir Vert, * Thu8c vo trung: EU-GMP (2022_HPF_F National Agency for the
024 Semoy, 45400, France + Thu6c san xuat vo trung: thudc déng khd. R_061 Safety of Medicine and
(* cdch viét khac: 2 rue du | + Xuat xwdng: thubc vo trung néu trén. Health Products
Pressoir Vert, 45400, * Thuéc khdng vé triing (bao gdm ca thudc chira sulphonamide): vién nén, vién nén bao phim (bao gdbm ca vién nén N S, |(ANSM), France
Semoy, France) phéng thich kéo dai). 8. 8
+ Xuat xudng: thudc khdng vo trung néu trén. 8. :
* Pdéng goi: 3 8
+Dong gbi so cap: thudc khdng vé trung néu trén.
+ Dong gbi thir cap.
* Kiém tra chit lwgng: Vi sinh (khdng vé trung, vb trung); Héa hoc/Vat ly; Sinh hoc (endotoxins)).
37 | 2142| FR- [Pharmatis Zone d'Activités Estn° 1, [* ThuBc khdng vé trung: EU-GMP (2022_HPF_F French National Agency
025 ESTREES SAINT DENIS, + Thu8c dung ngoai dang 16ng; Thuéc udng dang long. R_123 ~ »  |for Medicines and
60190, France + Xuat xudng. S S |Health Products Safety
* Pong goi: g g (ANSM)
+Dong gbi so cap: Thube dung ngoai dang 1dng; Thudc udng dang 1dng; Thudc dang ban ran. ﬂ %2
+Déng gbi thir cap.
* Kiém tra chat lwgng vi sinh vat (thudc khong vé trung), hda hoc/vat ly
38 |2143| FR- [LABORATOIRE Espace Industriel Nord, * Thudc vé trung: EU-GMP |2022_HPF_F French National Agency
055 [UNITHER 151 rue André Durouchez, | + Thudc san xuat vo trung: Thudc dang ban rén; dung dich thé tich nhé (bao gdm dung dich khi dung). R_063 for Medicine and Health
AMIENS CEDEX 2, 80084, + Chirng nhan 16. Products Safety (ANSM)
France * ThuBc khdng vé trung:
(* Céch viét khéc: Espace | + Thudc dung ngoai dang ldng; Thudc dung trong dang léng. N g
Industriel Nord, 151 rue + Chirng nhan 16. 8, 8
Andre Durouchez - CS * Péng gbi so cap: Thudc dung ngoai dang 1dng; Thudc dung trong dang léng. g 8
28028, 80084 AMIENS * Pong goi thir cép. Q S
CEDEX 2, France) * Kiém tra chat lwong:
+ Visinh: VO trung.
+ Vi sinh: Khong v trung.
+ Hda hoc/Vat ly.
39 | 2144| FR- [Laboratoire AJC |usine de Fontaury, * Thudc khdng vo trung: EU-GMP |2018/HPF/F French National Agency
086 |Pharma Chateauneuf Sur + Vién nang cirng; Vién nén; Thudc bot, thudc cdm. R/195 * @ |for Medicines and
Charente, 16120, France |+ Xu&t xudng 16. 2 8 Health Products Safety
* Péng goi cap 1: Vién nang cirng; Vién nén; Thudc bot, thudc cém. S ﬁ (ANSM)
* Péng goi cap 2. by =
* Kiém tra chat lwgng: Héa hoc/Vat ly.
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40 (2145 GB- |Macarthys Bampton Road, Harold * Thuéc vo trung: UK-GMP UK MIA Medicines and
002 |laboratories Hill, Romford, RM3 8UG- + Thu6c sdn xuat vo trung: Dung dich thé tich nho, (twong [1883 Insp Healthcare Products
Limited T/A United Kingdom Cach ghi + Thudc tiét trung cudi: Dung dich thé tich nhé. duong EU- [GMP/IMP Regulatory Agency
Martindale khac: Bampton Road, GMP) |1883/2700- (MHRA), United Kingdom
Pharma Harold Hill, Romford, 0052
Cach ghi khac: Essex, RM3 8UG - United 9 b
Macarthys Kingdom 8. g
laboratories 8. 5
Limited hodc aQ Q
Macarthys
laboratories
Limited T/A
Martindale
Pharmaceuticals
41 | 2146| GB- [Central Pharma [Caxton Road, Bedford, * Xuat xwdng 16 thudc khéng vo trung. UK-GMP (UK MIA Medicines and
019 [(Contract Packing) |MK41 0XZ, United * Xudt xwdng 16 thubc vo trung. (twong |27794 Insp Healthcare Products
Limited Kingdom (Cach ghi khac: |* Ddéng gdi cdp 1: Vién nang cirng; Vién nang mém; Vién nén; Thudc dung ngoai dang 16ng; Thudc dung trong dang duong EU- [GMP/GDP Regulatory Agency
Caxton Road, Bedford, 16ng; Dang bao ché cé ap lyc. GMP) |27794/1317- (MHRA), United Kingdom
Bedfordshire, MK410XZ, |* Déng géi cap 2. 0031 b 3,
United Kingdom hodc 2, 8
Caxton Road, ELM Farm S 1 8
Industrial Estate, Bedford, b=y bS]
Bedfordshire, MK41 0XZ,
United Kingdom)
42 | 2147 GB- [Dendron Brands |94 Rickmansworth Road, |* Thu8c khéng vé tring: EU-GMP |UK MIA Medicines and
034 |Limited Watford, Hertfordshire, + Thu8c dung ngoai dang I6ng (dung dich, nhii dich); thuéc uéng dang long (dung dich, hdn dich); dang bao ché ban 52731 Insp Healthcare Products
WD18 7JJ, United rén (kem, m&, gel) (bao gdm ca thubc chira hormon). GMP/GDP b @ |Regulatory Agency
Kingdom. + Xudt xudng 16. 133/3787- 3 8 (MHRA), United Kingdom
Céch ghi khac: * Déng goi: 0025 s | =
94 Rickmansworth Road, +Ddng gbi so cap thudc khdng vé trung, bao gdm ca vién nang mém. Q =
Watford, WD18 7JJ, +Pong gbi thir cap.
United Kingdom. * Kiém tra chat lwgng: Vi sinh (khdng vé trung); Héa hoc/Vat ly.
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43 | 2148 HU- |Gedeon Richter |Gyomrdi ut 19-21., * Thuéc vo trung: EU-GMP |OGYEI/2078 National Institute of
001 |Plc. Budapest X, 1103, Hungary| + Thudc san xuat vd trung: Dung dich thé tich I&n; Dung dich thé tich nho; Thubc déng khé (bao gdm ca thudc cé 6-7/2022 Pharmacy and Nutrition
chira chat kim té bao). (OGYEI), Hungary
+ Thu6c tiét trung cudi: Dung dich thé tich I1&n; Dung dich thé tich nhé.
+ Xuat xwdng 16.
* Thu8c khéng vé trung:
+ Vién nang cirng; thudc dung ngoai dang 1dng; thudc uéng dang 16ng; thubc bét va thuSc cdm; vién nén, vién bao ~ "
(bao gdm ca thudc chita hormon), dang bao ché ban rén. § §
+ Xuat xwdng 16. B’ g‘
* Thuéc sinh hoc: Q 2‘
+ San pham cong nghé sinh hoc; san pham chiét cé ngudn gdc tir ngudi hodc dong vat.
+ Xuat xwdng 16: S&n phdm céng nghé sinh hoc; sdn pham chiét c6 ngudn géc tir ngudi hodc déng vat
* Pong goi:
+ Pong gbi so cap: Vién nang cirng; thudc dung ngoai dang 1dng; thudc udng dang 16ng; thudc bdt va thubc cém; vién
nén, vién bao (bao gdm ca thudc chira hormon), dang bao ché ban rén.
+ Dong gbi thir cap.
*Kiém tra chat lugng
44 (2149 ID- [PT. Abbott JL. Raya Jakarta - Bogor  |Thudc bét udng; thudc c8m. PIC/S-GMP [5638/CPOB/ | o n |National Agency for
019 |Indonesia Km. 37, Kel. Sukamaju, A/1/20 § § Drug and Food Control
Kec. Cilodong, Depok, 5" g (NADFC), Indonesia
Jawa Barat, Indonesia g‘ ;;',
45 | 2150 |IE-012|Rottapharm Ltd. |Damastown Industrial * Thudc khéng vé triing: Vién nang cirng; thudc udng dang ldng; thudc bot pha dung dich udng; vién nén, vién nén EU-GMP |32159/M868| \n |Health Products
Park, Mulhuddart, Dublin |bao phim. § § Regulatory Authority
15, Ireland * Xudt xwéng bao gdm cd miéng dén tham thau qua da. g 5" (HPRA), Ireland
& <
i i
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46 | 2151 IN- |Evertogen Life Plot No. S-8, S-9, S-13/P & |* Vién nén: WHO-GMP (L. Dis. No. Drugs Control
021 |Sciences Limited |S-14/P, TSIIC, Pharma SEZ, | + Amlodipine 5mg, 10mg Tablets (Amlodipine Besilate Ph.Eur twong duong Amlodipine 5mg, 10mg); 90986/TS/20 Administration -
Green Industrial Park, + Carbidopa and Levodopa Tablets 25/250mg (Carbidopa Ph.Eur 25mg, Levodopa Ph.Eur 250mg); 22 Government of
Polepally (V), Jadcherla + Carbidopa and Levodopa Tablets 25/100mg (Carbidopa Ph.Eur 25mg, Levodopa Ph.Eur 100mg); Telangana, India
(M), Mahabubnagar, + Carbidopa and Levodopa Tablets 10/100mg (Carbidopa Ph.Eur 10mg, Levodopa Ph.Eur 100mg);
Telangana, IN-509301, + Carbidopa/Levodopa Tablets 25/250mg (Carbidopa USP 25mg, Levodopa USP 250mg);
India + Carbidopa/Levodopa Tablets 10/100mg (Carbidopa USP 10mg, Levodopa USP 100mg);
+ Carbidopa/Levodopa Tablets 25/100mg (Carbidopa USP 25mg, Levodopa USP 100mg);
+ Metformin Hydrochloride Tablets 500mg, 750mg, 1000mg (Metformin Hydrochloride Ph.Eur 500mg, 750mg,
1000mg);
+ Telmisartan 40 mg and Amlodipine 10mg Tablets (Telmisartan Ph.Eur 40mg, Amlodipine Besilate Ph.Eur tvong
duong Amlodipine 10mg); N "
+ Telmisartan 40mg and Amlodipine 5mg Tablets (Telmisartan Ph.Eur 40mg, Amlodipine Besilate Ph.Eur twong o o
duong Amlodipine 5mg); E (,l‘
+ Telmisartan 80 mg and Amlodipine 10mg Tablets (Telmisartan Ph.Eur 80mg, Amlodipine Besilate Ph.Eur twong 2 3
duong Amlodipine 10mg); - -
+ Telmisartan 80 mg and Amlodipine 5mg Tablets (Telmisartan Ph.Eur 80mg, Amlodipine Besilate Ph.Eur twong
duong Amlodipine 5mg);
+ Telmisartan 80 mg and Hydrochlorothiazide 12.5 mg Tablet (Telmisartan Ph.Eur 80mg, Hydrochlorothiazide Ph.Eur
12.5mg);
+ Telmisartan 40 mg and Hydrochlorothiazide 12.5 mg Tablet (Telmisartan Ph.Eur 40mg, Hydrochlorothiazide Ph.Eur
12.5mg);
+ Telmisartan Hydrochlorothiazide Tablet 80/25mg (Telmisartan Ph.Eur 80mg, Hydrochlorothiazide Ph.Eur 25mg);
+ Telmisartan Tablets 20mg, 40mg, 80mg (Telmisartan Ph.Eur 20mg, 40mg, 80mg).
*Vién nén bao phim:
+ Azithromycin 250mg, 500mg Tablets (Azithromycin Dihydrate Ph.Eur twong dwong Azithromycin 250mg, 500mg);
+ Cetirizine Dihydrochloride 10mg, 20mg Tablets (Cetirizine Dihydrochloride Ph.Eur 10mg, 20mg);
47 | 2152 IN- |Evertogen Life Plot No. S8 S9 S13/P S14/P |San xu4t tai Block llI: EU-GMP |OGYEI/1269 National Institute of
021 |Sciences Limited |Tsiic, Pharma SEZ Green  |* Thu6c khéng v6 trung: Vién nang cing; vién nén. 0-6/2022 ~ " Pharmacy and Nutrition
Industrial Park, Polepally, |* Déng gdi so cdp: Vién nang cirng; vién nén; thudc bdt, cdm (déng tui). S S |(OGYEI), Hungary
Jadcherla, Mahbubnagar, |* Déng géi thir cap. g g
509301, India * Kiém tra chat lwgng: Vi sinh (khéng v trung); Héa hoc/Vat Iy. 8 8
48 (2153 IN- |Milan Plot Nos. * Thudc khéng vo trung: Vién nang cing; thudc dung ngoai dang 16ng; thudc udng dang 16ng; dang bao ché ban rén; EU-GMP |1S/03/20 Icelandic Meicines
038 |Laboratories 35,36,63,64,65,67&87 vién nén; bot dé pha hoan nguyén (Powders for reconstitution). ° - Agency
(India) Pvt. Ltd Jawahar Co-Op Industrial |* Déng géi so cap: thudc khdng vé trung § §
Estate Ltd, Kamothe, * Péng goi thir cap 8‘ ﬁl
Raigad 410209 * Kiém tra chat lwgng: vi sinh (khdng vé trung); hda hoc/ vat ly. i, ,‘?,‘I
Maharashtra State, India
49 (2154 IN- |M/s Themis Sector 6A, Plot No.16, 17  |* Dung dich thudc tiém thé tich nhd khéng chira khang sinh nhém beta lactam WHO-GMP [26/1/Ausha - < Drugs Licensing &
044 |Medicare Ltd. & 18, IIE, Sidcul, Distt. * Thudc vién nén khdng chira khang sinh nhém beta lactam dhi/46/2019 a S  [Controlling Authority
Haridwar, Uttarakhand- * Thuéc rifampicin: vién nén /19895 g g (Uttarakhand), India
249403, India * Thudc m&, gel 2‘ DI
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50 | 2155 IN- |Naprod Life G17/1 Tarapur industrial  [* Thu8c tiém dang l6ng chira doc té€ bao; thudc tiém dang 16ng (khéng bao gdbm khéng sinh nhém Cephalosporin, WHO-GMP |[NEW-WHO- FDA Maharashtra, India
052 (Sciences Pvt. Ltd |Area (M.1.D.C), Boisar, Penicillin, thu6c ddc t& bao; Hormon). GMP/CERT/
Maharashtra,401506, * ThuBc dong khd/thudc bot pha tiém chiva doc t& bao; Thudc dong khd/thudc bot pha tiém (khéng bao gdm khang KD/111021/ ~ "
India sinh nhédm Cephalosporin, Penicillin, thuéc déc té bao; Hormon). 2022/11/400( & =]
Céch ghi khac: Plot No.G- |* Vién nang clrng chira ddc té bao; vién nén, vién nén bao phim chira dc té bao 81 g g
17/1, MIDC, Tarapur, Py =
Boisar, Dist: Palghar - o ~
401506, India
51 |2156| IN- |SERUM INSTITUTE |212/2, HADAPSAR, PUNE - |San pham: WHO-GMP 6108393 Food & Drug
057 |OF INDIA PVT.LTD |411028, DIST-PUNE- +VAc xin dai bat hoat déng khd RABIVAX-S (Rabies vaccine inactivated, freeze-dried). 9 @ [Administration
ZONE3, INDIA + VAc xin vi rat séng, giam doc lwc, dong khd MMR - Measles, Mumps va Rubella (live attenuated, freeze-dried). 2' 8 Maharashtra, India
+Véc xin 5/1 (Dipteria, Tetanus, Pertussis, Hepatitis B, Haemophillus influenza type b conjugate vaccine adsorbed) 3 8
khong bao gom dang bom tiém déng san 3 a
52 |2157| IN- |Wockhardt Biotech Park, H-14/2, Vac xin/thudc tai t6 hop dang tiém, bao gém: WHO-GMP |NEW-WHO- Food & Drugs
059 (Limited MIDC Waluj, Aurangabad |+ Biphasic Isophane Insulin Injection. GMP/CERT/ Administration (FDA)
431136 Maharashtra + Erythropoietin Injection. AD/113905/ Maharashtra, India
state, India + Human Insulin Isophane Suspension and Human Insulin Injection. 2022/11/416
+ Insulin Glargine Injection. 23
+ Insulin Human Injection. 3 aq
+ Insulin Injection. 8. 8
+ Isophane Insulin Human Suspension. 8 g
+ Human Insulin Isophane Suspension. S b
+ Isophane Insulin Injection.
+ Recombinant Human Erythropoietin Injection.
+ Recombinant Insulin Glargine Injection.
53 | 2158| IN- [Bharat Biotech Sy. No. 230, 231 & 235, * Vic xin Dai dong kho; WHO-GMP |1646/STORE Drug Control
069 |International Genome Valley, * VAc xin Rotavirus séng (udng). $/2020 ° " Administration,
Limited Turkapally, Shamirpet S S  [Government of
Mandal, Medchal- : : Telangana, India
Malkajgiri District - 500 % o:b:
078, Telangana State,
India
54 12159 IN- |M/sIndchemie Vill. Thana, Baddi, Distt. * Thudc chira penicillin: Vién nén, vién nén bao phim; vién nang; bot pha siro, bt pha hén dich (dry syrup). WHO-GMP [HFW-H Health & Family Welfare
109 |Health Solan (H.P), India * ThuBc udng dang long [Drugs] 3 Y, |Department Himachi
Specialities Pvt. * Thudc dung ngoai (kem, m&) 104/05 2 8 Pradest, Distt. Solan -
Ltd * Thuéc chira cephalosporin: Vién nén, vién nén bao phim; bét pha siro (dry syrup). 5 5 India (State Drugs
4 & Controller)
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55

2160

158

Glenmark
Pharmceuticals
Limited

(Unit 111) Village
Kishanpura, Baddi-
Nalagarh Road, Tehsil
Baddi, Distt, Solan (H.P),
173 205, India

(Cach ghi khac:
Kishanpura, Baddi-
Nalagarh Road, Solan
District, Himachal
Pradesh, IN 173205, India)

Unit lIl: Thudc hit phan lidu; thudc bt hit khd; thudc xit miii (hdn dich)

Indian-
GMP

HFW-H
(Drugs)
317/09

17-12-2021

16-12-2024

Health& Family Welfare
Department Himachal
Pradesh, India

56

2161

160

Aurobindo
Pharma Ltd

Aurobindo Pharma Ltd,
Unit - VI, Block D

Sy. No's: 329/39 &
329/47, Chitkul Village,
Patancheru Mandal,
Sanga Reddy District,
Telangana State, 502307
India

(* Cac cach ghi khac:

- Survey No. 329/39 &
329/47, Chitkul Village,
Patancheru Mandal,
Medak District, Andhra
Pradesh - India.

- Sy. No. 329/39 & 329/47,
Chitkul Village,
Patancheru Mandal,
Medak District, Telangana
State, 502307, India

- Unit VI, Sy. No's: 329/39
& 329/47, Chitkul Village,
Patancheru Mandal,
Sanga Reddy District,
Telangana State, India)

* Thu8c khdng vé trung:

Cefuroxime tablets, Cephalexin capsule, Cefpodoxime proxetil oral suspension, Cefalexin powder for oral
suspension, Cefixime tablets, Cefpodoxime proxetil tablets, Cefixime powder for oral suspension.

EU-GMP

FIMEA/2019
/000085

16-12-2021

18-11-2024

Finnish Medicines
Agency (FIMEA)

57

2162

172

M/s Rivpra
Formulation Pvt.
Ltd

Plot No-8, Sector - 6A IIE,
SIDCUL, Haridwar, India
Plot No:8, Sector - 6A I.I.E,
SIDCUL, Haridwar-249403,
Uttarakhand, India

* Thudc khéng vé trung: Vién nén, vién nang cirng, thudc udng dang 16ng, siro khé, thudc bét,

WHO-GMP

26/1/Ausha
dhi/146/201
9/9801

25-06-2021

24-06-2024

Office of the Drugs
Controlling & Licensing
Authority Uttarakhand,
India
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58 |2163| IN- |Vee Excel Drugs [B-1/A, Industrial Area Thuéc Non-Betalactam va Cephalosporin: Vién nén, vién nén bao phim; Vién nang ctng; Siro kho. WHO-GMP |Drug/7327/0 ~ w |Drug Licensing and
209 |and GNEPIP, Kasna, Greater 02166 S S |Controlling Authority
(] o~
Pharmaceuticals |Noida, Gautam Budh g! 8 Uttar Pradesh, India
Private Limited Nagar, UP, India S A
- o
59 |2164| IN- [Fredun Plot No. 14,15,16 * Thudc khéng vé trung (ngoai trir cephalosporin, penicillin, thuéc ddc té& bao, hormon): vién nang, ché pham dung WHO-GMP [NEW-WHO- Food & Drug
210 |Pharmaceuticals |Zorabian Industrial ngoai (thudc m&/creams/lotion gel); Bot pha hdn dich/ siro; thudc cdm; bot udng; vién nén; vién nén bao phim, bd GMP/CERT/ ~ " Administration,
Limited Complex, Village Vevoor, [kit vién nén+ vién nang; pellet KD/112298/ S S |Maharashtra State, India
o~ o~
Tal.Palghar, Palghar 2022/11/408 g g
401404 Maharashtra 01 S S
— o
State, India.
60 | 2165 IN- |Lupin Limited Plot No 6A1, 6A2 Sector * Vién nang clrng; vién nén; vién nén bao phim WHO-GMP |NEW-WHO- Food & Drug
220 17, Special Economic GMP/CERT/ Administration,
Zone, Mihan, Nagpur ND/105836/ b Y, |Maharashtra State, India
Maharashtra (India) 2021/11/376| & &
Nagpur 441108 56 a 2
Maharashtra State, India 3 at
61 | 2166 IN- |M/s Aishwarya Plot No. 11, Vill. Dung dich tiém thé tich |&n: : san xuat, déng géi va kiém soat chat lvong WHO-GMP |HFW-H Health & Family Welfare
250 (Lifesciences Lodhimajra, Nalagarh, [DRUG] N Y |Department Himachal
Distt. Solan (H.P.), India 550/11Vol-ll| & &  |Pradesh, Distt. Solan -
() o .
Q S [India (State Drugs
o~ — .
~ ~  |Controller), India
62 | 2167 | IN- [Zeiss Plot No. 72 EPIP-1 * San xuat, dong géi va kiém tra chat lwong: Thubc bot pha tiém chira khéng sinh nhém Cephalosporin. WHO-GMP [HFW-H State Drugs Controller,
276 [Pharmaceuticals |Jharmajri, Baddi Distt. [Drugs] N Y |Health & Family Welfare
Pvt Ltd. Solan. (H.P.), India 354/05 3 8 Department Himachal
[¥a} [¥a) .
Q S [Pradesh, India
a 3
63 |2168| IN- |Lyka Labs Limited |Plot No.4801/B, & - Thu8c tiém truyén thé tich nhé dang ldng, dang déng khd; WHO-GMP (20031906 o o |Food & Drug Control
282 4802/A, G.I.D.C Industrial |- Thudc bét pha tiem; S | S |Administration, Gujarat
Estate, India - Thu8c dung ngoai (thudc md, kem, lotion, gel); 8' g' State, India
- Ban thanh pham vé trung dang bot déng khé. ;j' 3'
64 |2169| IN- [M.)J. Biopharm Plot No. L 7, MIDC * S3n xuat, déng géi, dan nhan, kiém tra chat lwvgng: WHO-GMP |NEW-WHO- Food & Drug
283 |Pvt. Ltd. Industrial Area, Taloja, + Vién nang (khéng chira khang sinh cephalosporin, penicillin, thudc déc té bao, hormon). GMP/CERT/ ] < [Administration,
Raigad 410208 + Thu8c bét pha tiém (chira khang sinh cephalosporin, penem). KD/72643/2 8. 8' Maharashtra State, India
Maharashtra State, India  |* San xuat, déng géi, dan nhin, kiém tra chat luvgng: 018/11/2551 3. 8.
+ Vién nén, vién nén bao phim (khéng chira khang sinh cephalosporin, penicillin, thuéc déc t&€ bao, hormon). 7 N &
65 | 2170 (IT-001|Bieffe Medital Via stelvio, 94- 23035 * Thuéc vo trung: EU-GMP |[IT/55/H/202 - < [|talian Medicines
S.P.A. Sondalo (So), Italia + Thudc tiét trung cudi: Dung dich thé tich I&n. 1 § § Agency (AIFA)
©O —
o o
o <
o —
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66 |2171|IT-020(BSP Via Appia Km 65, 561 (loc. [* Thudc vé trung chira chat doc t&€ bao/chat kim té€ bao: EU-GMP [IT/170/H/20 Italian Medicines
Pharmaceuticals [Latina Scalo) - 04013 + Thu6c sdn xuat vé trung: Thudc déng khd; dung dich thé tich nho. 22 Agency (AIFA)
S.p.A. LATINA (LT), ltaly + Thudc tiét trung cudi: Dung dich thé tich nhé.
Céch ghi khac: * ThuBc khdéng vé trung chira chat ddc t& bao/chat kim t&€ bao: Vién nang cirng; vién nén.
- Via Appia Km 65,561, * Thudc sinh hoc: DNA/Protein tai t& hop, khang thé don dong; Dung dich thé tich nhé va bdt déng kho san xuat vo N n
04013 Latina Scalo (LT),  [trung. S I
Italy * Xudt xudng thudc vé trung; thudc khdng vo trung; thudc sinh hoc. 3 '5
-Via Appia Km 65,561,  |* Déng goi: 3 N
04013 Latina, Italy +DPong gdi so cap: Vién nang cirng chira chat ddc t&€ bao/chat kim t&€ bao; vién nén chira chat doc t&€ bao/chat kim
t&€ bao.
+Dong gdi thir cap.
* Kiém tra chat lwgng: Vi sinh (v6 trung, khéng vo trung); Hoa hoc/Vat ly; Sinh hoc.
67 | 2172 |IT-096|Tubilux Pharma  |Via Costarica, 20/22- * Thuéc vo trung EU-GMP |[IT/36/H/202 Italian Medicines
S.P.A. 00071 Pomezia (RM), ltaly |+ Thu8c san xuat vo trung: Thudc dong khd; Cac dang bao ché ban rin cé chira hormon hodc hoat tinh hormon (gém 0 ° - |Agency (AIFA)
ca vi lwgng déng can); dung dich thé tich nho S S
+Xuat xudng 16 gdm ca vi lwgng ddng can g g
*San xudt vi lwgng dong cin: cac dang bao ché ban ran, thudc cé ngudn gdc tir thyc vat g@ (\7’
*Poéng goi thir cap
*Kiém tra chat lwgng: Vi sinh (v trung/khéng vé trung); héa/ ly
68 | 2173 [IT-097|Biologici Italia Via Filippo Serpero 2 - * Thu8c vo trung: EU-GMP |[IT/21/H/202 Italian Medicines
Laboratories S.r.L [20060 Masate (M) Italy |+ Thu8c san xuét vé trung (bao gdm ca thudc sinh hoc, thudc chira hormon va chat ¢ hoat tinh hormon nhung 2 Agency (AIFA)
khéng chira hormon sinh duc): Thuéc déng kho, Dung dich thé tich nhd
+ Thudc tiét trung cudi: dung dich thé tich nhé (chra hormon sinh duc va corticoid)
* Thudc sinh hoc: san pham chiét xuat tir dong vat ~ <
* Xuat xwdng 16 thubc vo trung va thudc sinh hoc chiét suat tir ngudi va dong vat (thubc dong kho va dung dich thé § §
tich nhd) o =)
* Péng gdi thir cap; E :
* Kiém tra chat lwgng: o ©
+ Vi sinh: d6 vo trung
+ Hda/ly
+ Chi tiéu sinh hoc
69 |2174| JP- |Taisho 403, Yoshino-cho 1- Vién nén bao phim Lusefi 2.5mg (Luseogliflozin hydrat 2.575 mg); Japan- [3323; 3324 ° < Ministry of Health,
050 [Pharmaceutical chome, Kita-ku, Saitama- |Vién nén bao phim Lusefi 5mg (Luseogliflozin hydrat 5.150 mg) GMP S S [Labour and Welfare
Co. Ltd Omiya |[shi, Saitama, 331-9520, (twong § g (MHLW), Japan
Factory Japan duong EU- 2 g‘
GMP)
70 | 2175| KR- [Aprogen 16 Dumeori-gil, Yanggam- |* Thudc udng dang ran: Vién nén (vién nén bao phim, vién nén khong bao, vién nén bao dwong, vién nén nhai, vién | PIC/S-GMP |2022-D1- ~ »n |Gyeongin Regional
009 [Pharmaceuticals. |myeon, Hwaseong-si nén dat am dao, vién nén tan trong miéng, vién nén giadi phong chdm, vién nén bao tan trong rudt); Vién nang ctrng; 1247 a S |Office of Food and Drug
Inc Gyeonggi-do, Republic of [* Thudc m&: thuéc m&, kem g g Safety, Korea
Korea o ]
N —
71 | 2176 KR- |HanmiPharm Co., |214 Muha-ro, Paltan- Paltan plant: PIC/S-GMP [2022-D1- Gyeongin Regional
012 (Ltd myeon, Hwaseong-si * Thudc khdng vo trung: Vién nén, vién nén bao phim, vién nang, thudc bot, thudc hit (dang ran), vién nén tan trong 1561 N )  |Office of Food and Drug
(Cach ghi khac: Gyeonggi-do, Republic of |miéng, vién nén nhai. 8 8, Safety - Ministry of Food
Hanmi Pharm Co., [Korea 9. 5 and Drug Safety, Korea
Ltd (Paltan site)) a 3
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72 | 2177 | KR- [GENUPharma Inc. |93 Bio Valley 2-ro, * ThuSc udng dang ran: Vién nén; vién nang cirng; vién nang mém; vién nén d3t phu khoa; siro khé. PIC/S-GMP [2022-G1- ~ .~ |Daejeon Regional Office
024 Jecheon-si, * Thuéc kem, gel. 1343 § § of Food & Drug Safety,
Chungcheongbuk-do, g' g Korea
Republic of Korea g gfl
73 | 2178 KR- |Hankook Korus 78, Daepungsandan-ro, * Thu8c bdt pha tiém chira khang sinh nhédm cephalosporin. PIC/S-GMP [2022-G1- ~ " Daejeon Regional Office
027 |Pharm. Co., Ltd Daeso-myeon, Eumseong- 1470 S S |of Food and Drug Safety,
gun, Chungcheongbuk-do, % g Korea
Korea ~ I
o~ o~
74 |2179| KR- |BCWORLD 872-23, Yeojunam-ro, * Dang bao ché ran: vién nén; vién nén bao phim; vién dat dudi ludi; vién nén tan ra trong miéng; vién nang cing. PIC/S-GMP |2022-D1- ~ n |Gyeongin Regional
028 [PHARM. CO., LTD |Ganam-eup, Yeoju-si, * Dung dich tiém; thudc bot ddng khé pha tiém 1519 § § Office of Food and Drug
Gyeonggi-do, Korea =) g [safety, Korea
S 3
75 |2180| KR- [Genuone Sciences |245 Sandan-gil, Jeonui- * \Vién nén, vién nén bao phim, vién nén bao dudng, vién nén bao tan trong rudt, vién nén nhiéu 1&p, vién nén giai PIC/S-GMP [2022-G1- Daejeon Regional Office
037 |Inc. myeon, Sejong-si, phéng kéo dai; Vién nang cirng; Thudc bét, thudc cdm; 1644 ~ " of Food & Drug Safety,
Republic of Korea * Thuéc tiém, thudc tiém truyén; S S |Ministry of Food & Drug
* Dung dich thudc nhé mat; % g Safety, Korea
* ThuSc udng dang 16ng; sird; hdn dich; R. g
* Thu8c dung ngoai dang 16ng; lotion; thudc xit dung ngoai da;
* Thu6c md; kem; gel.
76 | 2181| KR- |Samil Pharm. Co., |216 Sandan-ro, Danwon- |* Thu8c vé trung: thuSc m& tra mat; Dung dich, hdn dich nhd mat. PIC/S-GMP |2022-D1- Gyeongin Regional
043 (Ltd. gu, Ansan-si, Gyeonggi- * ThuBc khdng vé trung: 1225 ~ " Office of Food and Drug
do, Korea +Vién nén (vién bao phim, vién nén gidi phdng cham/ kéo dai); thudc bot; thudc cdm; si ro thudc (dang ran); vién § § Safety, Korea
nhai; ~ <
+ Thudc udng dang 1dng; si rd thudc (dang 1dng); hon dich thudc udng. Z g
+ Thudc boi da dang 16ng; thudc xit miii dang dung dich, hon dich.
+ ThuBc m&; thudc gel.
77 |2182| KR- [Sinil 28, Boksanggol-gil, * ThuSc udng dang ran: Vién nén, vién nén bao phim, vién nén bao dudng, vién nén bao tan trong rudt, vién nén giai | PIC/S-GMP |2022-G1- ~ < Daejeon Regional Office
051 [Pharmaceutical Angseong-myeon, phéng kéo dai; vién nang cirng; thudc bot; vién ngadm (trocher); vién nhai (gum). 0712 S S |of Food & Drug Safety,
Co., Ltd. Chungju-si, * Thu6c md, thudc kem, thudc gel. 2 E Korea
Chungcheongbuk-do, * Miéng dan hap thu qua da; bot nhdo. ; %
Republic of Korea
78 | 2183 | KR- [IL-YANG 8 Bio valley 3-ro, Jecheon- |* Vién nén; vién nén bao phim; vién nang. PIC/S-GMP [2022-G1- ~ < Daejeon Regional Office
054 [BIOPHARM. Co., |[si, Chungcheongbuk-do, 0021 S S |of Food and Drug Safety
Ltd Republic of Korea g g - Ministry of Food and
8‘ 3‘ Drug Safety, Korea
79 | 2184 | KR- [ChongKun Dang |797-48 Manghyang-ro, * Vién nén, vién nén bao phim; vién nang; bot pha siro. PIC/S-GMP [2022-G1- Daejeon Regional Office
062 [Pharmaceutical Seonggeo-eup, Seobuk- * Thudc tiém truyén. 0388 of Food & Drug Safety,
Corp gu, Cheonan-si, * Siro (I6ng); hdn dich; thudc udng dang 16ng va dung dich udng. IN] S, |Korea
Chungcheongnam-do, * Thudc chira penicillin-clavulanic: vién nén bao phim; vién nang; bét pha siro; thuéc bét pha tiém. 3 8
Republic of Korea * Thuéc chira cephalosporin: Thu6c bét pha tiém. 8. 5
* Thudc ung thw ddc t& bao: Dung dich tiém, bdt déng khé pha tiém. a 3
* Khac: san phdm CKDEloseta 100mg (Erlotinib (Erlotinib hydrochloride 100mg; CKDEloseta 150mg (Erlotinib
(Erlotinib hydrochloride 150mg; CKDIretinib 250mg (Gefitinib 250mg)
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80 | 2185| KR- [Cho-a Pharm. Co., |318 Gwangieong-ro, * Vién nén; vién nang cirng; thudc cdm; vién nhai. PIC/S-GMP [2022-C1- ~ »n |Busan Reginal Office of
063 |Ltd Haman-myeon, Haman-  |* Thudc uéng dang ldng: dung dich, siro. 0122 S S |Food and Drug Safety,
gun, Gyeongsangnam-do, |*Dung dich dung ngoai. 5 g Korea
Republic of Korea :& c‘_'n
81 | 2186 KR- |lin Yang Pharm. |34 Sinpyeong-ro, Jijeong- |[* ThuSc khéng v trung: vién nén; vién nén bao phim; vién nén nhiéu I16p; vién nang cirng; sird kho PIC/S-GMP [2022-B1- ~ " Seoul Regional Office of
089 |Co., Ltd. myeon, Wonju-si 0376 S S |Food & Drug Safety,
Gangwon-do, Republic of 5 g Ministry of Food and
Korea '5' 82 Drug Safety, Korea
82 | 2187 | KR- [Yuyu Pharma, Inc |94, Bio Valley 1-ro, * Thudc khdéng vé trling: vién nén (vién nén tran, vién nén bao dudng, vién nén bao phim, vién nén bao tan trong PIC/S-GMP [2022-G1- ~ < |Daejeon Regional Food
101 Jecheon-si, rudt, vién nén giadi phdng cham); vién nang cirng; vién nang mém; thudc kem,md, gel; 1137 § § of Drug Administration,
Chungcheongbuk-do, '5' :' Korea
Republic of Korea g' @
83 | 2188 KR- |Samsung Samsung Biologics, 300, * Thudc tiém: sdn pham tai t6 hop; vaccine. PIC/S-GMP [2022-D1- ~ < Gyeongin Regional Ofice
107 |Biologics Co., Ltd. [Songdo bio-daero, * Kiém tra chat lwgng: Héa hoc/Vat ly; Vi sinh (khdng vé trung), v trung. 0138 =] S  |of Food and Drug
Yeonsu-gu, Incheon, Khéng bao gdbm hoat ddng dan nhin thanh pham va déng géi cap 2. g g Safety, MFDS, Korea
Republic of Korea 2 8‘
84 2189 LV- |Limited liability 4 Rupnicu Street, Olaine, [* Thu8c vé trung: EU-GMP |ZVA/LV/202 State Agency of
002 |company Olaine district, LV-2114, |+ Thudc san xuat vo trung (bao gdm ca (including) thudc ddc t& bao/ kim t&€ bao): Thudc déng khd, thudc dang léng 2/001H Medicines (ZVA), Latvia
Pharmidea Latvia thé tich nho.
(Pharmidea Sia)  |Céch ghi khac: Rupnicu + Thudc tiét trung cudi (bao gdm ca (including) thudc déc t& bao/ kim t& bao): thudc dang 1dng thé tich nhé.
Céch ghi khac: iela 4, Olaine, Olaines + Chitng nhan 16
Limited liability novads, LV-2114, Latvia * Péng goi thir cap ~ <
company * Kiém tra chat lwgng: § §
"Pharmidea" / + Vi sinh: thudc vé trung, thudc khéng vé trung. g B
Sabiedriba ar + Hda/ly 8 8
ierobezotu + Sinh hoc.
atbildibu
Pharmidea
(Pharmidea Sia /
Sia Pharmidea)
85 |[2190| LV- [Joint Stock 71E Krustpils Street, Riga, |Xuat xudng thudc v trung va khéng vé trung. EU-GMP |ZVA/LV/202 State Agency of
003 [Company LV-1057, Latvia 2/004H N v [Medicines (ZVA), Latvia
"Kalceks" (cach S &
ghi khac: AS 3 S
"Kalceks"/ JSC S X
"Kalceks") .
86 |2191| MK- [Alkaloid AD Skopje|Blvd. "Aleksandar Vién nén, vién nén bao phim Macedonia|18-12166/3 - < |Agency for Medicines
001 Makedonski" No. 12, 1000 - GMP § § and Medical Devices,
Skoje, Macedonia N o [Republic of North
g' g Macedonia
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87 | 2192 NL- |Abbott Biologicals |Veerweg 12, OLST, 8121  |* Thu6c vé trung: EU-GMP |NL/H22/204 Health and Youth Care
002 |B.V AA, Netherlands + Thu6c sdn xuat vo trung: Dung dich thé tich nho. 1220 Inspectorate,
+ Thudc tiét trung cudi: Dung dich thé tich nhé. Netherlands
* Thu8c khéng vé trung: Thudc ubng dang 1dng; vién nén, vién nén bao phim (bao gdm ca thuéc chira hormon sinh ~ -
duc) S S
* Thudc sinh hoc: Thuc mién dich; thudc cé ngudn gdc tir ngudi hodc dong vat. g g
* Xudt xwéng thudc vo trung va khdng vo trung %' 2
* Péng gbi so cap: Thudc udng dang 16ng; vién nén, vién nén (bao gdbm ca thudc chira hormon sinh duc).
* PDéng goi thir cap.
* Kiém tra chat lvong
88 | 2193 | NL- |Abbott Biologicals |Veerweg 12, OLST, 8121  |* Thu6c vé trung: EU-GMP |NL/H Health and Youth Care
002 |B.V AA, Netherlands + Thu6c sdn xuat vo trung: Dung dich thé tich nho. 22/2041220 Inspectorate -
+ Thudc tiét trung cudi: Dung dich thé tich nhé. Pharmaceutical Affairs,
+ Chitng nhan 16 Netherlands
* ThuGc khong vo triing: q 9
+ Thu6c udng dang 1dng; vién nén, vién nén bao phim (bao gdm ca thudc chira hormon) 2, 8
+ Chitng nhan 15 8| 3
* Thu6c sinh hoc: Thuc mién dich; thuSc cé ngudn gdc tir ngudi hodc dong vat. & Q
+ chirng nhan 16
* Péng goi so cap: Thubc udng dang 16ng; vién nén (bao gdm ca thudc chira hormon).
* Péng goi thir cap.
* Kiém tra chat lwgng: thudc v trung, thudc khdng vé trung, ly/hda, sinh hoc
89 | 2194 | NO- |GE Healthcare AS -|Nycoveien 1, OSLO, NO- * Thuéc vo trung: EU-GMP |21/07443-11 - < Norwegian Medicines
003 | Oslo Plant 0485, Norway + Thudc tiét trung cudi: Dung dich thudc tiém thé tich nho. S S |Agency (NOMA)
* Xudt xwéng thudc vo trung. g g
* Péng gbi thir cap. & o
* Kiém tra chat lwgng: Vi sinh (V6 trung; Khong vo trung); Héa hoc/Vat ly. ° o
90 |2195| PK- |M/sGlitzPharma |Plot No. 265, Industrial * Vién nén; vién nang cirng (bao gdm ca thudc chira khang sinh nhém Cephalosporins); siro thudc; hdn dich thudc; Pakistan - |F. 3- - < Drug Regulatory
007 Triangle Kahuta Road, thudc bdt kho (bao gdm ca thudc chira khang sinh nhém cephalosporin); Thudc bét pha tiém chira cephalosporin; GMP  [21/2019- S S  [Authority of Pakistan
Islamabad-Pakistan thudc kem, m&, lotion, gel; thuSc dung ngoai (Pyodine lodine). Addl. Dir. 5 g
(QA&LT-)-30| & @
i i
91 |2196| PL- |Tarchomin 2, A. Fleminga Str., 03-176 |* Thu8c vé trung: EU-GMP |IWSF.405.43. Chief Pharmaceutical
003 |Pharmaceutical |Warsaw, Poland + Thu8c sdn xuit vo trung: thudc déng khé (san xuat tai toan nha P15) 2022.1P.1 Inspector, Poland
Works "Polfa" S.A |(Cach ghi khac: ul. A. * Xult xwéng 16; WTC/0196_0
(Tén Ba Lan: Fleminga 2, 03-176 * Péng gbi thir cap; 2_02/79 N v
Tarchominskie Warszawa, Poland) * Kiém tra chat lwgng: vi sinh vo trung; héa hoc/vat Iy; Sinh hoc. 8. 8'
Zaklady g S
Farmaceutyczne a S
"Polfa" Spolka
Akcyjna)
92 |2197| PL- [LekS.A ul. Domaniewska 50c, 02- |* Ddng gbi so cap: Vién nén, vién nén bao phim; vién nang mém, vién nang clirng EU-GMP [IWPS.405.63 < |Chief Pharmaceutical
006 672 Warszawa, Poland * Péng goi cap 2 .2021.1P.1W § § Inspector, Poland
* Chirng nhan 16 (batch certification): thudc khéng vé trung TC/0095_01 '5' E—:Ir
* Kiém tra chat lwgng: hda, ly _01/180 ﬂ ﬁ
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93 | 2198 PL- |zZaklady ul. Pelplinska 19, 83-200  [* Thudc khéng vo tring: Vién nang cing; thudc cdm; thudc cdm pha hdn dich udng; vién nén, vién nén bao phim EU-GMP |IWSF.405.10 Chief Pharmaceutical
017 |Farmaceutyczne |Starogard Gdanski, Poland [(san xu3t va déng géi lién quan dén nguyén liéu nhay cdm cao, ddc tinh manh, nguy co gay quéi thai) 3.2022.1P.1 Inspectorate (CPI),
Polpharma S.A (Céch ghi ti€éng anh: 19 + Chirng nhan 16 WTC/0105_0 ~ " Poland
(Tén tiéng anh: Pelplinska Street, 83-200 |* Ddng goi: ) 2.03/239 § §
Pharmaceutical  [Starogard Gdanski, +Dong gdi so cap: Vién nang cirng; thubc cm; thudc cdm pha hén dich uéng; vién nén; 8‘ g
Works Polpharma [Poland) +Pong gbi thir cap 8‘ S‘
S.A.) * Kiém tra chat lwong
94 |2199| PT- [Labesfal- Zona Industrial do * Thuéc vo trung: EU-GMP |F010/S1/MH National Authority of
002 |Laboratérios Lagedo, Santiago de + Thu6c sdn xuat vo trung: Dung dich thé tich nhod; thudc bot pha tiém hodc tiém truyén (chira khang sinh nhém /001/2022 Medicines and Health
Almiro, S.A Besteiros,3465-157, Cephalosporin va nhém Penicillin). N @ |Products (INFARMED),
Portugal + Thu@6c tiét trung cudi: Dung dich thuéc tiém/ tuyén truyén thé tich I1&n; dung dich thudc tiém/ tiém truyén thé 8. 8 Portugal
(Cach ghi khac: Lagedo,  |tich nhd. b=, 3
Santiago de Besteiros, * Thudc khong vd trung: Vién nang cing; dung dich thudc dung ngoai; dung dich thudc udng; dang bao ché ban ran Q =
3465-157, Portugal) (kem, m@, gel); vién nén; vién nén bao phim.
95 |2200( PT- |Laboratorios Rua da Estacao, Ns 1 And |*Thuéc vé trung: EU-GMP |F015/S1/MH National Authority of
005 |Atral, S.A. 1 A, Castanheira do + Thudc sdn xuat vo trung: Thudc dang ran va cay ghép, thudc bot chira khang sinh nhém beta-lactam. /002/2022 ~ < Medicines and Health
Ribatejo, 2600-726, + Thudc tiét trung cudi: Thudc dang ran va cay ghép. =] S |Products, I.P, Portugal
Portugal (B Pao Nha) * Thu8c khéng vé trung: g g
+ Thuc“{c chira khang sinh nhém beta-lactam: Thuéc bét. ' ;‘ cOH
+ Thu6c khéng vo trung khong chira khang sinh nhém Betalactam: Vién nang cing; Thuéc udng dang 1dng; Thudc
dung ngoai dang 16ng; Thudc dang bén rén; Thudc dan; Vién nén; Vién dit.
96 | 2201| RO- [Magistra C&C B-dul Aurel Vlaicu nr. 82A, |* Thudc khéng vé trung: vién nén bao phim; vién nén dit am dao; thudc bén ran; vién dit/ vién trirng, vién nén (bao EU-GMP |033/2021/R NAMMD (National
001 (S.R.L Municipiul Constanta, gdm ca thudc chira corticosteroids) 0] Agency for Medicines
Hodc: Judetul. Constanta, cod * Pong goi: and Medical Devices),
S.C.Magistra C&C |postal 900055, Romania +Pdng gbi so cap: cac dang thudc trén - < [|Rumani
S.R.L Céch viét khac: +Ddng gdi thir cap § §
B-dul Aurel Vlaicu nr. 82A, |* Xuat xudng thudc khdng vo tring : 'SI
Constanta, cod 900055, * Kiém tra chat lwgng: Vi sinh (thudc khéng vé trung); Héa ly/Vat ly S 8
Jud. Constanta, Romania
97 |2202| RO- (Zentiva SA B-dul Theodor Pallady * Thudc vé trung: EU-GMP |021/2022/R National Agency for
005 nr.50, sectorul 3, + Thudc sdn xuat vo trung: Dung dich thé tich nho. 0 Medicines and Medical
Bucuresti, cod postal + Thudc tiét trung cudi: Dung dich thé tich nhé. devices from Romania
032266, Romania (Cach * Thudc khéng vé tring:
viét khac: B-dul Theodor |+ Vién nang citng; vién nén, vién nén bao phim; pellet/vién nang chira pellet. ~ <
Pallady nr.50, sector 3, +Pong gbi so cap: vién nang clrng, vién nén bao phim, vién nén, pellet/vién nang chira pellet. § §
Bucuresti, cod 032266, +Déng gbi thr cap. g 8‘
Romania) * Xudt xwéng 16 (thudc vo trung, khéng vd trung) RI 'SI
* Kiém tra chat lwgng: Vi sinh (v6 trung, khéng vé trung); Héa hoc/Vat ly/Sinh hoc
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98 | 2203 | RO- [Zentiva SA B-dul Theodor Pallady * Thuéc vo trung: EU-GMP |021/2022/R National Agency for
005 nr.50, sectorul 3, + Thu6c sdn xuat vo trung: Dung dich thé tich nho. 0 Medicines and Medical
Bucuresti, cod postal + Thudc tiét trung cudi: Dung dich thé tich nhé. devices from Romania
032266, Romania (Cach * Thu8c khdng v trung:
viét khac: B-dul Theodor [+ Vién nang clng; vién nén, vién nén bao phim; pellet/vién nang chira pellet. ~ <
Pallady nr.50, sector 3, + Pong gbi so cap: vién nang cirng, vién nén bao phim, vién nén, pellet/vién nang chira pellet. S S
Bucuresti, cod 032266, +Dong gdi thir cap. g §
Romania) * Xudt xwéng 16 (thudc vo trung, khdng vé trung) Rl 'SI
* Kiém tra chat lwgng: Vi sinh (v6 trung, khéng vé trung); Héa hoc/Vat ly/Sinh hoc
99 | 2204 RU- |Joint-Stock Petrovo-Dalneye village, |* Thudc vé trung: dung dich (d4m dic) tiém truyén va thudc bt pha tiém (chira Rituximab, Trastuzumab, Russian- [GMP-0022- Ministry of Industry and
001 |Company BIOCAD |Krasnogorsky district, Bevacizumab). Xuat xuwédng 16. GMP/ [000580/20 Q 0 [Trade of the Russian
(JSC BIOCAD) Moscow Region, 143422, |* Thudc khdng vé trung: dung dich dung ngoai; thudc dit. Xuat xwdng 16. WHO-GMP 8. 8 Federation
Russia * Péng goi so cap: thudc khéng vé trung. ﬁl 3
* PDéng goi thir cap. 3 8
* Kiém tra chat lwong
100 | 2205| SE- |Octapharma AB Lars Forssells gata 23, * Thu8c vo trung: EU-GMP (6.2.1-2022- Medical Products
004 Stockholm, 112 75, + Thudc sdn xuat vo trung: dung dich thudc tiém thé tich I&n; thudc dong kho; dung dich thudc tiém thé tich nho. 033497 Agency (MPA), Sweden
Sweden + Thudc tiét trung cudi: dung dich thudc tiém thé tich nhd (Nwdc cat pha tiém; dung dich 0.1 % polysorbate 80 lam
dung mdi pha cac ché& pham déng khd).
+ Xuat xudng thudc sdn xuat vo trung/thudc tiét trung cudi ~ "
* Thuéc sinh hoc: § §
+ Ché& phdm mau: san pham tir huyét twong ngudi; 8’ ”3
+San pham cong nghé sinh hoc: san pham tir té bao ngudi, chi dong lo, déng kho, kiém tra protein tai té hop. o 9
+ Xudt xudng Ché pham mau/San pham cong nghé sinh hoc.
* Péng goi thir cap
* Kiém tra chat lwgng: Vi sinh: thudc vé trung/thudc khéng vé trung; Hoa hoc/Vat ly; Sinh hoc
101 | 2206 | SE- [AstraZeneca AB  [Gartunavagen, Sodetalje, |Oral Solid Dosage, AstraZeneca AB: EU-GMP [6.2.1-2021- ~ < |Swedish Medical
005 152 57, Sweden San xuat khdng bao gdm hoat déng déng goi: 050663 § § Products Agency (MPA)
+ Thu8c khéng vo trung: Vién nang cing; pellet, thudc c8m; vién nén, vién nén bao phim B 3
+ Vién nén bao phim Tagrisso (Osimertinib 40mg, 80mg) ;' 5'
102 | 2207 | SE- |AstraZeneca AB |Gartunavagen, Sodetalje, |Packaging, AstraZeneca AB: EU-GMP [6.2.1-2022- ~ < |Swedish Medical
005 152 57, Sweden * Péng goi 049804 S S |Products Agency (MPA)
+Déng gbi so cap: Vién nang cirng; pellet, thudc cdm; vién nén; vién nén bao phim. '5' 9
+Pdng gbi thir cap. ;j' g'
103 | 2208 | SG- |Leung Kai Fook 577 Macpherson road Yun |* Dau gi6 (8ng hit); dau gi6 (b6i ngoai) - (Medicated oil (as impregnated filters/ cartridges for vapour inhalation; PIC/S-GMP |MCGM2200 Health Sciences
008 [Medical Co Pte Ltd|Chee Building Singapore [Medicated oil (as external liquid preparations) 339 ~ " Authority (HSA),
368238 (dia chi kho: 10 =] S |Singapore
Howard road Yun Chee g 5
Building 2 Singapore 8‘ 3'
369582)
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104 | 2209 SG- |Borden Company |9 Jalan Kilang # 06-01 Thu6c dung ngoai dang 16ng: dau xoa PIC/S-GMP [MCGM2100 - < |Health Sciences
011 ((Private) Limited |Borden Center Singapore 238 § § Authority (HSA),
159409 g 8' Singapore
3 S
105 | 2210 |SI-001|Lek Verovskova ulica 57, * Thu8c vo trung: EU-GMP |401-3/2022- Agency for Medicinal
Pharmaceuticals |Ljubljana, 1526, Slovenia + Ché& pham vé trung: bt déng khd. Dung dich thé tich nhé. 4 Products and Medical
d.d. + Thu6c v trling san xuat cé tiét trung cudi: Dung dich thé tich nhé. N 1y [Devices of the Republic
+ Xuat xudng 16 2' 8 of Slovenia (JAZMP)
* Ché pham sinh hoc & Xuat xwdng thudc sinh hoc: Thudc e ché mién dich va san pham cong nghé sinh hoc. 3 8.
* PDéng goi thir cap. S 3
* Kiém nghiém Vi sinh (V6 khuan, khéng v6 khuan); Héa hoc/Vat ly; Sinh hoc.
106 | 2211 |SI-001|Lek Verovikova ulica 57 (hodc [* ThuSc khéng v trung: Vién nang cirng; Vién nén, vién nén bao phim va vién nén bao dudng; Thudc bot, thudc EU-GMP |450-9/2021- - o Agency for medicinal
Pharmaceuticals [Verovikova 57), Ljubljana, |c8m; hat pellet, vi nang (micropellet); 1 S S |products and medical
d.d (viét tat: Lek  |1526 (hodc SI-1526 * Thudc duoc liéu. S : devices of the Republic
d.d) Ljubljana) Slovenia E : of Slovenia
(o] [a2}
107 | 2212 |SI-001|LEK farmacevtska |Verovskova ulica 57, * Thu8c vo trung: EU-GMP |401-3/2022- Agency for Medicinal
druzba d.d. (hodc |Ljubljana, 1526, Slovenia + Thu6c san xuat vo trung: Thudc ddng khé (bao gdm ca prostaglandins/cytokines, doc té bao/kim té& bao, ¢rc ché 4 Products and Medical
Lek (* Cach ghi khac: mién dich). Dung dich thé tich nhd (héc mdn va chat cé hoat tinh héc mén, doc té bao/kim té bao). Devices of the Republic
Pharmaceuticals [Verovskova 57, 1526 + Thudc tiét trung cudi: Dung dich thé tich nhd (bao gdm ca héc mén va chat cé hoat tinh héc mén). N 1y |of Slovenia (JAZMP)
d.d.) Ljubljana, Slovenia) * Xudt xwéng thudc vo trung. 8. 8
* Thudc sinh hoc: San phdm mién dich, sdn phadm céng nghé sinh hoc. 8 8
* Xudt xwdng thudc sinh hoc: San pham mién dich, san pham cong nghé sinh hoc. S 3
* Péng goi thir cap.
* Kiém tra chat lwgng: Vi sinh (V6 trung, khéng vé trung); Héa hoc/Vat ly; Sinh hoc.
108 | 2213 [SI-002|Lek farmacevtska |Trimlini 2D, Lendava, Plant Poslovna enota Proizvodnja Lendava: EU-GMP |401-2/2021- Agency for Medicinal
druzba d.d. (hodc (9220, Slovenia * Xuat xwdng thudc khdng vé trung: 11 Products and Medical
Lek * Péng gdi so cap: Vién nang cirng (bao gdm ca cac thudc trc ché mién dich, thudc ddc té bao, thudc kim té bao); - < [|Devices of the Republic
Pharmaceuticals Vién nang mém (bao gdm ca thudc trc ché mién dich); Vién nén, vién nén bao phim (bao gdm ca hormon/hoat chat =] S |of Slovenia (JAZMP)
d.d. hodc Lek d.d., ¢6 hoat tinh hormon; prostagladin/cytokin; thudc doc t& bao/kim t& bao, thudc trc ché mién dich). g g
PE Proizvodnja * Dé)ng goi thlzr‘ cap. & 8
Lendava) * Kiém tra chat lwgng: hoa ly, vat ly, vi sinh (thu8c khdng vé trung)
109 | 2214 (SI-003|Lek Perzonali 47, Prevalje, * ThuBc khdng vé truing (chira khdng sinh penicillin): Vién nén, vién nén bao phim, thuéc bét, thudc cém . EU-GMP |450-8/2022- Agency for Medicinal
Pharmaceutical 2391, Slovenia * Dong goi: 1 N % [Products and Medical
d.d (Lek d.d., PE +Pong gbi so cap (bao gdm ca nang cirng). 8. 8' Devices of the Republic
Proizvodnja +Déng gbi thir cap. 8 8 of Slovenia (JAZMP)
Prevalje hodc Lek * Kiém tra chat lwong. 8 I
d.d)
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110 | 2215| TR- [Sanofillac Sanayi. |Kucukkaristiran Mahallesi. [* Thudc khéng vé trung: vién nang cirng (bao gbm ca vién nang cltng bao tan trong rudt; vién nang clng chira PIC/S-GMP [TR/GMP/202 Turkish Medicines and
008 |Ve Ticaret Merkez Sok. No. 223/A cephalosporin; vién nang ctrng giai phdng kéo dai); thudc duing ngoai dang 16ng (dung dich, hdn dich xit miii; dung 2/268 Medical Devices Agency
Anonim Sirketi 39780, Buyukkaristiran /  [dich, hdn dich dung ngoai da); thudc udng dang 16ng (dung dich udng; dung dich, thudc dang Idng dang giot ; hdn (TMMDA)
(AS) Luleburgaz/Kirklareli, dich chira khang sinh nhém penicillin, syrop chira khang sinh nhdm penicillins); thuc c6m; cdm pha hdn dich uéng
Turkey. chira khang sinh nhém Cephalosporins va Penicillins; thudc ngadm (pastille); thudc bt hit; thudc ban ran (kem, kem ~ "
b6i 4m dao, gel, gel thdm qua da, m&, m& thdm qua da; thudc dat, thudc trirng; vién nén (tan trong miéng, nhai, giai S =]
phéng bién déi, sdi, bao tan trong ruét, giai phéng kéo dai; bao phim, bao dudng chira khang sinh nhém g g
Cephalosporins va Penicillins); 8‘ :;\‘H
* Xudt xwéng 16 thudc khéng vé trung;
* Péng gbi so cap cac dang thudc trén;
* Péng goi thir cap
* Kiém tra chat lwgng: vi sinh vo trung va khdng vé trung; hda hoc/ vat ly; sinh hoc.
111 | 2216 TR- |Berko llac Ve Adil Mahallesi, YOrUkler  [* Thudc khong vé trung: vién nang cirng; thudc xjt (khong cé khi gas); dung dich thudc udng/ thudc udng nhé giot; PIC/S-GMP |TR/GMP/202| < |Turkish Medicines and
014 |Kimya San.A.S Sokak No: 2 34920 hon dich thudc udng; siro; thudc kem; thudc m&; thubc gel; thudc dan; thube trirng; vién nén; vién nén bao phim; 1/247 § § Medical Devices Agency
Sultanbeyli, Istanbul, thudc goi. ;" Oo'\ (TMMDA), Turkey
Turkey m’ 3‘
112 | 2217 | TR- [Deva Holding A.S. [Cerkezkoy Organize * Thudc vé trung: PIC/S-GMP [TR/GMP/202 Turkish Medicines and
023 Sanayi Bolgesi, Karaagag + Thu6c sdn xuat vo trung: Thuéc bot pha tiém/tiém truyén dang lo (chira khang sinh cephalosporin); 2/120 Medical Devices Agency
Mah., Atatirk Cad., No: * ThuBc khdng vé truing: Vién nang cirng (chira khang sinh non-betalactam; chira khang sinh Cephalosporin); Vién
32, Kapakli / Tekirdag, nang mém; Thuéc dung ngoai dang 1dng (dung dich xit miéng chira khang sinh non-betalactam; thudc xit miii chira
Turkey khang sinh non-betalactam; dung dich dung ngoai da chira khang sinh non-betalactam/ch(ra hormone); Thudc diing
trong dang 16ng (dung dich, hdn dich, siro chira khang sinh non-betalactam); bt pha hén dich udng (chira khang sinh
non-betalactam/chra penicillin, cephalosporin); Bot hit dang vién nang cirng; Dang bao ché cé ap luc (Thudc hit);
Thudc dang ban rén (kem, gel; m& chira khang sinh non-betalactam/chira hormone); Thudc dan chira khang sinh N I
non-betalactam; Vién nén, vién nén bao phim (chira khang sinh non-betalactam/chtra penicillin, cephalosporin/chira 3. 8
hormone); vién nén nhai, vién nén khéang dich vi (chira khdng sinh non-betalactam); g 3
* Xudt xuwdng thudc khong vé trung. 3 S
* Péng gbi so cap: Vién nang clrng, vién nang mém, thudc dung ngoai dang 16ng, thudc dung trong dang léng, dang
bao ché ran khéc, dang bao ché cé ap luc, thudc ban ran, thudc dan, vién nén, vién nén bao phim.
* Péng gbi thi cap.
* Kiém tra chat lwgng: Vi sinh (V8 trung); Vi sinh (Khéng vé trung); Héa hoc/Vat ly.
113 | 2218 TR- |Deva Holding A.S. |Cerkezkdy Organize * Thudc vé trung: EU-GMP |DE_BW_01_ Co quan thdm quyén
023 Sanayi Bolgesi, Karaagag + Thud8c san xudt vé trung: Thudc bdt pha tiém/tiém truyén chira khang sinh nhém Cephalosporin. GMP_2019_|( 9 < |Puc
Mah., Atatirk Cad., No. * Thudc khdng vo trung: Vién nang cing; Thudc dung trong dang 16ng; Bot pha hdn dich udng chira khang sinh nhém 0044 2 8
32, TR-59510 Kapakli / Penicillin; Dang bao ché cé ap luc; Vién nén, vién nén bao phim bao gdm ca chira khdng sinh nhém Cephalosporin. 8. 3.
Tekirdag, Turkey * Kiém tra chat lwgng: Vi sinh (V6 trung); Héa hoc/Vat ly; Sinh hoc. A 3
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114 | 2219 US- |Corixa 325 North Bridge Street, [Pdng géi va ddn nhan vic xin Zoster (non-live) U.S. cGMP |FEl: United States Food and
005 |Corporation Marietta, Pennsylvania, (twong 3007726770 Drug Administration
d/b/a Glaxo Smith [PA 17547, United States. duong EU- [(Bdo cao ~ " (U.S. FDA)
Kline Vaccines Céch ghi khac: 325 North GMP) |thanh tra) S S
Bridge Street, Marietta, g g
Pennsylvania, 17547, gt ;'.’
United States.
115 | 2220| US- |Corixa 325 North Bridge Street, |* Thudc san xuat vé trung: Thudc déng khd. EU-GMP |BE/GMP/201 Federal Agency for
005 |Corporation Marietta, Pennsylvania, * Thudc sinh hoc: Thudc mién dich. 9/018 Medicines and Health
d/b/a Glaxo Smith |PA 17547, United States.  [* Déng géi thir cap. o " Products (FAMHP),
Kline Vaccines Céch ghi khac: 325 North  |* Kiém tra chat lwgng: Vi sinh (vd trung, khéng vé trung); Sinh hoc. 3 S |Belgium
Bridge Street, Marietta, g g
Pennsylvania, 17547, 9:] ;.’
United States.
116 | 2221| US- |Alcon Research, 6201 South Freeway, Fort |* Thudc vo trung: hon dich nhd mat (trong d6 cé san pham: Azopt), dung dich nhd mat (trong dé c6 cac san pham: U.S.cGMP |FEI: 1610287 " United States Food and
011 |LLC Worth, TX 76134 (Texas Vigamox, Pataday) (twong 3 S |Drug Administration
76134), United States duong EU- 5 g (U.S. FDA)
GMP) ﬁl “‘-'.1
117 | 2222 | US- [Patheon 5900 Martin Luther King  [* Thudc vé trung: Dung dich thé tich nhé; thudc déng khé. U.S.cGMP |FEI: 1018495 " United States Food and
031 [Manufacturing Jr. Highway, Greenville, * Thudc khéng vé trung: Thudc cm; vién nén, vién nén bao phim. (twong = S [Drug Administration
Services LLC NC (hodc North Carolina) duong EU- 5 a (U.S. FDA)
27834, USA GMP) qun (‘;.'
118 | 2223 US- |C.B. Fleet 4615 Murray PI,, San pham: Fleet Enema for Children (Sodium Phosphate, Dibasic and Monobasic Enema) Enema. Hoat chat, ham US-cGMP |FEI:1111503 - o |United States Food and
040 [Company, Inc., Lynchburg, VA 24502, USA |lugng: Monobasis Sodium Phosphate 9,5GM, Dibasic Sodium Phosphate 3,5MG. (Twong § § Drug Administration
duong EU- 5 5 |(U.S. FDA)
GMP) g ]
119 | 2224| US- |C.B. Fleet 4615 Murray PI,, San pham: Fleet (Sodium Phosphate, Dibasic and Sodium Phosphate, Monobasic) Enema. Hoat chat, ham lwgng: US-cGMP |FEI:1111503 - « |United States Food and
040 [Company, Inc., Lynchburg, VA 24502, USA |Sodium Phosphate, Dibasic 7 MG; Sodium Phosphate Monobasis 19 GM. (Twong § § Drug Administration
dwong EU- 5 5 |(us.FDA)
GMP) < <)
120 | 2225 US- |Regeneron 81 Columbia, Turnpike, * S3n xuat ban thanh pham céng nghé sinh hoc (trong dé cé thudc Eylea solution for injection (aflibercept, 40mg/ml, | US-cGMP |FEI: . o |United States Food and
057 |Pharmaceuticals |Rensselaer, 12144, United |1 vial),...) (Twong [1000514603 § § Drug Administration
Incorporated States. * Kiém tra chat lugng duong EU- =) & [(U.s. FDA)
GMP) ® b
121 | 2226 US- |Baxalta Inc. (Shire |4501 Colorado Boulevard, [* S&n xuit san phdm trung gian va san pham cho déng lo/ déng goi cac san pham tir mau (trong dé c6 Hemophil M, | U.S. cGMP (FEI: 2011021 © " United States Food and
063 |(Inc.) Los Angeles, CO 90030, Flexbumin,...) (twong 3 S [Drug Administration
USA duong EU- 4 | & |ws.Foa)
GMP) O
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