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Phu luc Il
DANH SACH CO SO’ SAN XUAT THUOC, NGUYEN LIEU LAM THUOC TAI NUO'C NGOAI PAP UNG GMP BPU’'Q’'C PIEU CHINH NOI DUNG PA CONG BO TU POT 1 PEN bOT 31
Dot 32
( Kém theo céng vansé 10212 /QLD-CLngay20 /11 2023  ciia Cuc Qudn ly Dwoc )
ID |TEN CO'SO'SAN . ] " NGUYEN | GIAY CH. |NcAy | NGAY _ . N
STT |ID CC cT XUAT PIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP l]:i’; CO’ QUAN CAP NOI DUNG PIEU CHINH
1 |2237| BY- |Foreign *San xuat: 124/2-1, * Thudc khéng Vo triing: vién nang clng, thudc bot, vién nén. Belarus |157/2021/G Ministry of Health of the |Diéu chinh dia chi clia co s& san xuat theo dung chi*rng nhan GMP d3
004 [Manufacturing 124/2-3, Leninskaya str., |* Déng goi: GMP MP Republic of Belarus cap.
Unitary Nesvizh, Minsk region, +Ddéng gbi thir cap thudc khong vo trung. (twong g 0
Enterprise "Med- (222603 Republic of +Pdng goi so cap thudc khdng vo trung. duong [N} 9_
interplast" Belarus; * Kiém tra chat lwgng: Héa/ Iy. GMP- g, ﬁ
* Kiém nghiém: Minsk WHO) t 8
city, Inzhenernaya street,
18-3, Belarus:
2 1242 | CY- [Mundipharma 13 -15 Othellos Street, * Thudc khdng vé trung: Thudc dung ngoai dang 16ng; thudc dung trong dang dng; thudc EU-GMP |MUNO01/202 o o |Pharmaceutical Services |Gia han hiéu lyc gidy chitng nhan GMP dén ngay 31/12/2023 theo
007 [Pharmaceuticals [Dhali‘Industrial Area, phun mu; thudc ban rin (kem, gel, m&); thudc dan. 0/001 § § Ministry of Health, chinh sach cta EMA ngay 11/8/2022 va théng tu 12/2022/TT-BYT.
Ltd Nicosia, Cyprus, 2540, o & [Cyprus
Cyprus ~ b=
3 | 1690 [ DE- |Artesan.Pharma [Albrecht-Thaer-StraBe 9, |* Thudc vé trung: EU-GMP |DE_NI_03_G Co quan thdm quyén B& sung pham vi vién nén bao dudng theo SMF do Céng ty cung cap.
051 |GmbH & Co. KG  |29439 Lichow, Germany + Xuat xuwdng. MP_2021_0 buc
* Thudc khéng vo trung: 004
+ Xuat xuwdng. . "
* Thudc dugc liéu, sdn pham vi lwgng ddng can: chi cé xuat xudng, dong géi so cap, déng goi S S
thi cap. g g
* Dong goi: m 8‘
+Dong goi so cdp: vién nang cirng; vién nang mém; vién nhai; khung thdm; dang bao ché
ran khéc; vién nén, vién nén bao dudng; miéng dan.
+ Dong goi thir cap.
* Kiém tra chat lwgng: hda hoc/vat ly
4 | 1066 | DE- |Ardeypharm Loerfeldstr.20, 58313 * Thudc khdng vé trung: Vién nang cirng, thudc dung ngoai dang ldng, thudc udng dang léng, | EU-GMP [DE_NW_01_ Co quan tham quyén Gia han hiéu lyc gidy chirng nhan GMP tir 16/7/2023 dén ngay
100 |GmbH Herdecke, Germany vién nén, thudc bét, ché thudc. GMP_2020_ Durc (Bezirksregierung  [31/12/2023 theo chinh sach cia EMA ngay 11/8/2022 va théng tw
* San pham sinh hoc: sdn pham cong nghé sinh hoc, san pham chiét xuat tir nguwdi hodc 0019 Arnsberg), Germany 12/2022/TT-BYT.
ddng vat, san pham vi sinh vat. <] ]
* Thudc duoc lidu, thudc vi lwgng ddng can, nguyén liéu sinh hoc (biological active starting 3 3
materials) 8_ 'z\?
* Pong gbi so cap: vién nang mém, dang bao ché rdn khac, dang ban ran. 3 S
* Déng gdi thir cap: Thudc vé trung
* Kiém tra chat lwgng: vi sinh (thudc khéng vo trung), hda / ly, sinh hoc (biological)
5 |2137| FI- [Orion Oyj/ Orion |Volttikatu 8, Kuopio, * Thudc khdng vé trung: Thubc dung ngoai dang 16ng (bao gom ca san phdm cé hoat tinh EU-GMP |FIMEA/2021 Finnish Medicines Diéu chinh pham vi cdng bé tir "Thudc diing ngoai dang ldng (san
005 |Corporation / 70700, Finland cao, trir hormon sinh duc) (dung dich dung ngoai, nhé miii, xit mi, rira mii, nho tai, rira tai, /006492 Agency (FIMEA) pham c6 hoat tinh cao)" thanh "Thudc dung ngoai dang ldng (bao gdbm
Orion Pharma thudc x8); Thubc ung dang 16ng (bao gdm ca san phdm cd hoat tinh cao) (thudc nhé giot, N 3 ca san pham c6 hoat tinh cao, trir hormon sinh duc)" theo danh muc
thudc udng dang léng chira sulfonamides). 8 8 s&n pham trong SMF cap nhat cla co' s6.
* Xuat xwdng thudc khéng vé trung. 8_ g_
* Déng goi: N 3
+ Déng goi so cap: Thudc udng dang 16ng; Thudc dung ngoai dang long.
+Ddng goi thir cap.
6 | 2138 | FR- [Laboratoires 20 rue Louis-Charles * Thudc khéng vé trung: vién nang mém; thudc bdt; thudc dan; vién nén: vién nén, vién nén EU-GMP |2022_HPF_F French National Agency |B& sung dang bao ché "vién nén bao phim va vién nén bao duong"
006 |Galeniques Vernin [Vernin, DAMMARIE LES bao phim, vién nén bao duong R_005 for Medicines and trong pham vi chirng nhan theo SMF cap nhat do Cong ty cung cap.
LYS, 77190, France * Xuét xwéng thudc khéng vé trung. ~ < Health Products Safety
Céch viét khac: 20, rue * Thudc tir duoc lidu. § § (ANSM)
Louis-Charles Vernin, * Dong goi: ] ) ] ) 8‘ 9'
77190, DAMMARIE LES + Dodng gdi so cap: vien nang mém; thudc bot; thude dan; vién nén: vién nén, vién nén bao = <
LYS, France phim, vién nén bao duong. ~ ©
+ Déng goi thir cap.
* Kiém tra chat lwgng: Vi sinh: khéng vé trung; Héa hoc/Vat ly.
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ID |TEN CO' SO SAN . ) . NGUYEN | GIAYCH. |ncAy |NCAY - . N
STT |ID CC cT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP 2?’; CO’ QUAN CAP NOI DUNG PIEU CHINH
7 | 2463 | FR- [Beaufour Ipsen Rue Ethé Virton, Dreux, * Thubc vo trung: xuat xwéng 16 EU-GMP |2023/HPF/F French National Agency |Diéu chinh pham vi "thuéc b6t pha hén dich udng" tach riéng thanh
020 (Industrie 28100, France * Thudc khdng vo trung: R/043 for Medicines and 02 pham vi: hdn dich udng va thudc bdt theo diing GCN EU-GMP.
+ Vién nang cing; thudc udng dang 16ng (hdn dich, dung dich);, thuc cdm, thudc bot pha Health Products Safety
hdn dich udng; vién nén, vién bao! - "
+ Xuat xudng 16 g g
* Thudc duoc lidu. : :
* Dong goi: 2 2
+Dong goi so cap:Vién nang cirng; thudc udng dang 1dng; thudc bot pha hdn dich ubng; vién ~ ~
nén, vién bao;
+ Dong goi thir cap.
* Kiém tra chat lwgng.
8 |2421| FR- |AstraZeneca 224 avenue de la * ThuBc khong vé trung: Dang bao ché cé ap luc (bao gdm ca hdn dich nén dudi ap suét EU-GMP |2022/HPF/F French National Agency |B& sung cach ghi dia chi khac (224 Avenue de la Dordogne, 59640
071 [Dunkerque Dordogne, Zone Ent:Nord |dung dé hit). R/052 for Medicine and Health [Dunkerque, France) theo xac nhan cta Dai s quan Phap tai Viét Nam.
Production Gracht, Dunkerque, * Xuat xwdng thudc khéng vé trung. ~ " Products Safety (ANSM)
59640, France. * Péng gdi so cdp: Dang bao ché cé ap luc (bao gdm ca hdn dich nén dwdi ap sudt dung dé 8 8
(* Céch ghi khac: 224 hit). Ry Q
Avenuede la Dordogne, * Déng gdi thir cap. S‘, 2
59640 Dunkerque, * Kiém tra chat lwgng: Vi sinh (khéng vo trung), Héa hoc/ Vat ly © ©
France).
9 | 2266 | HR- [Pliva-Croatia Prilaz baruna Filipoviéa 25, |* Thudc khong vé trung: Vién nang clrng; thudc dang ban rén; vién nén, vién nén bao phim EU-GMP [UP/I-530- Agency for Medicinal Gia han hiéu liyc gidy chirng nhan GMP tlr 27/11/2023 dén ngay
004 |Limited (Pliva 10000 Zagreb, Republic of |(bao gdm ca thudc chira hormon, hoat tinh cao); thuéc bét pha hén dich udng, thuéc com 10/22- Products and Medical 31/12/2023 theo chinh sach cia EMA ngay 11/8/2022 va théng tu
Hrvatska d.o.0.) |Croatia pha hdn dich udng; thudc bot udng. 03/11; 381- ~ v |Devices (HALMED), 12/2022/TT-BYT.
(hoé&c Prilaz baruna * Xuét xwdng thudc khdng vé trung. 13-08/243- =] S |Croatia
Filipovi¢a 25, 10000 * Péng gbi so cap: Vién nang clrng; thudc dang ban rén; vién nén, vién nén bao phim (bao 22-07 g E
Zagreb, Republika g6m ca thudc chira hormon, hoat tinh cao); thuc bét pha hén dich udng, thuéc cém pha ; :
Hrvatska) hén dich udng. - o
* Déng goi thir cap.
* Kiém tra chat lwgng: Vi sinh (khéng vé trung); Héa hoc/Vat ly.
10 | 2350 | IN- |DR.REDDY’S Plot No's Q1 to Q5, Phase- |Dung dich thudc tiém thé tich nho; thudc bot déng kho pha tiém. WHO-GMP |HMFO07- Government of Andhra |Binh chinh dia chi tir "Plot No. Q1 to Q5, Phase Ill, VSEZ, Duvvada,
012 [LABORATORIES 11, VSEZ, Duvvada, 14051/1560/| & S, [Pradesh —Drugs Control |Visakhapatnam District 530 046, Andhra Pradesh,, India" thanh "Plot
LTD FTO-IX Visakhapatnam District- 2022-PLNG 2. 2. Administration, India No's Q1 to Q5, Phase-lll, VSEZ, Duvvada, Visakhapatnam District-
530046, Andhra Pradesh, AND BUDGT- 8 8_ 530046, Andhra Pradesh, India" theo dung théng tin trén gidy chirng
India DCA N 3 nhan GMP
11 | 2627 | IN- [Acme Generics Plot No. 115, HPSIDC Vién nén (bao gdm ca thudc chira hormon); vién nén bao phim; vién nén bao dudng; vién WHO-GMP |HFW-H Health & Family Welfare |Dinh chinh tén co s& san xuat theo ding gidy chirng nhan GMP.
014 |Private Limited Industrial Area Davni, P.O. [nang citng. [Drug] 1/15 Department Himachi
Tén cli: M/s Acme |Gurumajra, Tehsil Pradest, Distt. Solan -
Generics LLP Nalagarh, Distt. Solan - < India
(H.P), India S S
(Hoc: Plot No. 115, 3 3
HPSIDC Industrial Area, £ :
Village Davni, P.O. o o
Gurumajra, Tehsil
Nalagarh, Distt. Solan
(H.P), India)
12 170 | IN- [M/s. Natco Pharma-Division, Unit IV, |* Thuc khéng vo trung: Vién nén, vién nén bao phim. EU-GMP |71433/12-7- National Organization Gia han hiéu lyc gidy chirng nhan EU-GMP dén ngay 31/12/2023 theo
015 |Pharma (Pharma- |Kothur, Rangareddy 2018 for Medicines (EOF), chinh sach clia EMA ngay 11/08/2022 va Théng tw 12/2022/TT-BYT.
Division) Limited |District, Telangana, " Greece
509228, India (cach ghi g o
khac: Kothur, ; ;
Mahaboobnagar (District) oN'o ;';
Telangana- india).
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ID |TEN CO' SO SAN . ) . NGUYEN | GIAYCH. |ncAy |NCAY - . N
STT |ID CC cT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP ]]:lli'; CO’ QUAN CAP NOI DUNG PIEU CHINH
13 172 | IN- [Sun Survey No: 22 & 24, Ujeti  |* Thudc vé trung: EU-GMP [NL/H Health Care Gia han hiéu lyc gidy chirng nhan EU-GMP téi 31/12/2023 theo chinh
018 |Pharmaceutical  |(District Panchmahal), + Thudc san xuat vo trung: Dung dich thé(tich'nho. 19/2009637 Q @ |Inspectorate - sach EMA va thong tw 12/2022/TT-BYT.
Medicare Limited |Gujarat, 389350, India 9_ 9_ Pharmaceutical Affairs
3 ﬁ and Medical
Q = Technology, Netherlands
14 | 2554 | IN- |Sun Halol-Baroda Highway, * Thudc v trung: Thudc'dong khd, dung dich tiém thé tich nhd, thudc nhé mét. WHO-GMP| 29092953 Food & Drug Control B8 sung cac dang bao ché (vién nang mém déi véi thudc khéng vé
033 [Pharmaceutical Halol, Dist: Panchmahal, * Thudc khdng Vo trung: Vién nang crng, vién nang mém, vién nén, vién nén bao phim, Administration trung; vién nén bao phim d&i véi thudc chira hormon sinh duc; thuéc
Industries Ltd. Gujarat, 389350, India thudc dung-hgoai (thudc xit mdii, thudc hit dinh liéu, thudc bot hit). 2 % |Gandhinagar, Gujarat tiém Liposome d8i v&i Thudc chita doc té bao: dung dich tiém thé tich
India, Halol (Halol-Baroda Highway, * Thudc chira doc t€ bao: vién nén, vién nén bao phim, vién nang, thuéc vé trung (Thudc 9_ 9_ state, India nhd) theo béo cdo thanh tra, SMF va bao cdo ra soat chat lvgng do
Halol-389350, Dist: déng khd, dung dich tiém thé tich nho (bao gdm thudc tiém liposome tiét trung cudi), dung 8 8 Cong ty cung cap.
Panchmabhal, Gujarat dich tiém/tiém truyén thé tich Ién) N L
state, India) * Thudc chira hocmon sinh duc: vién nén, vién nén bao phim, vién nang mém, thuéc dung
ngoai dang gel, thudc vé trung (dung dich thé tich nhd)
15 | 2654 | IN- [M/s Cohance Plot. No. A-19/C, A-23A & |* San phdm: WHO-GMP|L.Dis.No:859 Drugs Control B& sung pham vi cac san pham theo ding GCN GMP-WHO d3 cong bé.
190 [Lifesciences A-23B,-Road'No. 18, IDA, |- Baclofen Tablets USP (Baclofen 5Smg, 10mg, 20mg); 56/T5/2022 Administration -
Limited (Tén cii:  [Nacharam, Nacharam - Brivudine Tablets 125mg; Government of
M/s RA Chem village, Uppal Mandal, B C.etirizine Hydrochloride Tablets 20me; Telangana, India
- - Cinacalcet tablets 30mg, 60mg, 90mg;
Pharma Ltd) Medchal-Malkajgiri )
. - Doxazosin mesylate tablets 1mg, 2mg, 4mg, 8mg;
district, 500076, - Duloxetin delayed release capsules 30mg, 60mg; Duloxetin Hydrochloride DR pellets 20% w/w;
Telangana, India - Entecavir film coated tablet 0.5mg, 1mg;
(*Céch ghi khac: Plot. No. |- Eplerenone tablet 25mg, 50mg;
A-19/C, A-23A & A-23B, - Eslicarbazepine 800mg;
Road No. 18, IDA., - Flurbiprofen SR Pellets 60% w/w; o 0
Nacharam (V), Uppal (M), |- ltraconazole capsules 100mg; ltraconazole pellets 21.74%, 22% w/w; Q Q
Medchal-Malkaijgiri - Mebeverine Hydrochloride pellets 40%, 70%, 80%; Mebeverine Hydrochloride Tablets IH 135mg; B' B'
District - 500076, Mebeverine Hydrochloride SR Capsules 200mg; :‘3 :‘,
Telangana State, India) - Methocarbamol Film Coated Tablets 500mg, 750mg;
! - Omeprazole pellets 8.5% w/w;
- Orlistat 50% w/w;
- Oxybutynin Hydrochloride 2.5mg, 5mg;
- Propiomazine Film Coated Tablets 25mg;
- Solifenacin Succinate Tablets 5mg, 10mg;
- Tadalafil Film Coated Tablets 2.5mg, 5mg, 20mg;
- Tamsulosin HCI capsules USP 0.4mg; Tamsulosin Hydrochloride SR Pellets 0.2% w/w;
- Tetracycline hydrochloride capsules USP 500mg;
- Tolcapone Film Coated Tablets USP 100mg;
~VManlafaving tahlat 2E8ma E0ma 7Sma 100ma: \anlafavine HCI SR Dallate 22 004 wai/iar
16 | 2077 | IT- |ACS Dobfar S.P.A |V.LE Addetta 2a/12 - 3/5- |* Ban thanh pham san xuat vé trung: dong kho cephalosporins; bét hdn hop chira EU-GMP (IT/104/H/20 Italian Medicines Dinh chinh cach ghi pham vi va ngay hét han theo ding GCN GMP.
007 20067 Tribiano (M), Italy [Cephalosporins; bot hdn hop chira Carbapenems. 22 Agency (AIFA)
(Cach ghi khéc: Viale * Xut xwdng 16: thudc san xuit vé trung.
Addetta 2a/12 - 3/5- * Péng goi thir cap; N 3
20067 Tribiano (M), Italy; |* Kiém tra chat luong. 8 8
hodc Viale Addetta 2a/12- 3 o
3/5, 20067 Tribiano, S 3
Milano, Italy)
17 | 811 | IT- |A. Menarini Via Sette Santi, 3-50131  |* Thudc vé trung: EU-GMP [IT/3/H/2020 Italian Medicines Dinh chinh tén co s& theo dlng gidy chirng nhan GMP.
067 |Manufacturing Firenze (Fl), Italy + Thudc san xuat vo trung: dung dich thé tich nhd Agency (AIFA)
logistics and + Thudc tiét trung cudi: dung dich thé tich nhé ° -
services S.R.L * ThuBc khong vé trung: thudc ban ran bao gdm ca chiét xust tir dong vat S S
* Ché pham sinh hoc: ché& pham chiét xuat tir dong vat E E
* Xuat xwdng thudc vé trung, thudc khdng vé trung, thudc sinh hoc E :
*Péng gbi so cap: thudc ban ran © ”
* Kiém tra chat lwong: vi sinh (thudc vo trung, thudc khong vé trung), héa ly/vat ly, sinh hoc
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ID |TEN CO' SO SAN . ) . NGUYEN | GIAYCH. |ncAy |NCAY - . N
STT |ID CC cT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP ]]:lli'; CO’ QUAN CAP NOI DUNG PIEU CHINH
18 | 1541 | LT- |UAB Aconitum Inovaciju g.4, LT-54469 * San xudt: EU-GMP [LT/10H/202 State Medicines Control |Gia han hiéu lic gidy chirng nhan GMP tlr 17/9/2023 dén ngay
001 Biruliskiu k., Karmelavos |- Thudc khéng vé trung: vién nang cirng, thudc udng dang ldng, vién nén; 0 ° " Agency (SMCA), 31/12/2023 theo chinh sach cdia EMA ngay 11/8/2022 va thong tu
sen., Kauno r.sav., - Thuéc vi lwgng dong can. o S [Lithuania 12/2022/TT-BYT.
Republic of Lithuania * Xuat xwdng 16; g oNk
* Déng gdi so cap: vién nang clrng, thudc udng dang 1dng, vién nén; E ,‘3
* Péng goi thir cap ~ -
* Kiém tra chat lwgng: vi'sinh khéng vo truing; Héa hoc/ vat Iy.
19 (2397 | PT- |Farmalabor- Zona Industrial De * Thu8c khdng v trung: Vién nang clng; Thudc dung ngoai dang 16ng; Thudc udng dang EU-GMP [F005/S1/MH National Authority of B& sung cach ghi dia chi "Zona Industrial de Condeixa-a-Nova,
010 (Produtos Condeixa, Sebal, 3150- 18ng; Thudebdt, thudc cdm; Thudc ban rén; Thudc dan; Vién nén, vién nén bao phim. /001/2022 Medicines and Health Condeixa-a-Nova, 3150-194, Portugal" theo xac nhan cta Co quan
Farmacéuticos 194, Portugal (Cach ghi * Xuat xwdng thudc vé trung; thudc khdng vé trung. Products (INFARMED), |quan ly tinh Condeixa-a-Nova, B& Dao Nha
S.A. khéc: Zona Industrial de *Pong goi: ~ " Portugal
Condeixa-a-Nova, +Ddng gbi so cap: Vién nang clng; Vién nang mém; Thudc dung ngoai dang 16ng; Thudc 2] g
Condeixa-a-Nova, 3150- =~ |udng dang 1dng; Thudc bot, thudc cdm; Thube ban rin; Thudc dan; Vién nén, vién nén bao : ;
194, Portugal). phim. :'; 2
+ Déng goi thir cap: Miéng dén qua da va thudc vé trung. ~ o
* Kiém tra chat lwgng: Vi sinh (khéng vo trung); Héa hoc/Vat ly (bao gdm Hormon
Testosterone propionate).
20 |[1224| TR- [Eczacibas Monrol |Tubitak Mam Tecnopark, [Thuéc phdng xa: MON.IYOT-131 (dung dich udng, nang ctng), MON.TEK 99Mo/99m TC - EU-GMP |DKH o o |Danish Medicines Gia han hiéu lyc gidy chitng nhan GMP dén ngay 31/12/2023 theo
001 |Nukleer Urunler |Gebze, Kocaeli, 41470, binh phat hat nhan phéng xa (dung dich rira giai) 00126119 § § Agency chinh sach ctia EMA ngay 11/8/2022 va théng tu 12/2022/TT-BYT.
Turkey & &
3 b=y
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