DANH SACH CO’ SO’ SAN XUAT THUOC PAT TIEU CHUAN PIC/S - GMP VA EU - GMP

bot 49
( Theo cong van s6 5844 /QLD-CL ngay 27/04/2017 cia Cuc Quan ly Dwoc)
TEN CO' SO SAN : ) A NGUYEN | GIAYCH. | NGAy | NOAY - NHOM
STT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP HET CO’ QUAN CAP THUOC
i HAN 1 2
1 |AbbVie Inc. 1401 Sheridan road, North [* San pham: U.S. CGMP [D6GA-T34X © w |United States Food and 1
Chicago, IL 60064, USA Survanta® (beractant) Intratracheal Suspension 25 mg/ 1 ml; § § Drug Administration
Tén tai Viét Nam: Hon dich Survanta (phospholipids 25 = =
mg/ml). § g
o o
2 [Cenexi 52 rue Marcel et Jacques |*Thu6c vé tring: EU-GMP [HPF/FR/02/2 National Agency for the 1
Gaucher Fontenay sous - Thu8c san xuat vo trung: Dung dich thé tich nho. 017 © ~ Safety of Medicine and
Bois, 94120, France - Thudc tiét trung cudi: Dung dich thé tich nho (chira § § Health Products (ANSM),
sulfonamides). = % |France
*Thu6c khdng vo trung: Vién nang cirng; thudc uéng dang 1dng % 3
(chtra sulfonamides); thudc d&t; vién nén (chira sulfonamides). e e
3 |Tarchomin 2, A. Fleminga Str., 03-176 |* Thuéc vé trung: EU-GMP |GIF-IW- Main Pharmaceutical 1
Pharmaceutical |Warsaw, Poland + Thuéc san xuat vé trung: dung dich thé tich nho; 400/0196_0 Inspector, Poland
Works "Polfa" S.A |(Cach ghi khac: ul. A. * Thuéc sinh hoc: thuéc cong nghé sinh hoc (thudc Insulin) 2_03/04/34
(Tén Ba Lan: Fleminga 2, 03-176 0/16 Q a
Tarchominskie Warszawa, Poland) 8 8
Zaklady g §
Farmaceutyczne g x
"Polfa" Spolka
Akcyjna)
4 |Farmaprim LTD Str. Crinilor 5, Raionul * Thudc khong vo trung: thudc ban ran (md, kem, gel) (chira EU-GMP |040/2016/R National Agency for 2
(Tén khac: Criuleni, Sat Porumbeni, |hormon); thudc dan (chtra hormon); thudc trirng (chira 0] Medicines and Medical
Farmaprim S.R.L) |MD 4829, Republic hormon). © o |Devices (NAMMD),
Moldova. § § Romania
Cach ghi khac: 5 Crinilor = =
street, Village Porumbeni, S §
Criuneli reg., MD-4829, o~ e
Republic of Moldova
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5 |Korea Pharma Co., |87 Jeyakgongdan 3-gil, * Thuéc khong vé trung: Vién nén; vién nang cirng; thudc bét; [PIC/S-GMP|2017-D1- ~ o |Gyeongin Regional 2
Ltd Hyangnam-eup, thuéc dung ngoai dang 1dng; lotions; thuéc kem. 0125 § § Office of Food and Drug
Hwaseong-si, Gyeonggi- = S |Safety, Korea
do, Republic of Korea % §
6 |Korean Drug Co., |69-10, Wonjeok-ro, * Thuéc khéng vé trung: Vién nén; vién nang cirng; vién ra PIC/S-GMP|2017-D1- ~ o |Gyeongin Regional Food 2
Ltd Sindun-myeon, Icheon-si, [trong miéng, vién nhai; dung dich thudc udng; si ré; hdn dich. 0385 § § and Drug
Gyeonggi-do, Republic of § E Administration, Korea
Korea > >
o —
7 |PT.OTTO JI. Dr. Setiabudi Km 12,1 |* Thudc khéng vo trung: PIC/S-GMP (4139/CPOB/ National Agency For 2
Pharmaceutical Kab. Bandung Barat, Thudc khéng chira khéng sinh nhém Beta-lactam; thudc trdnh A/IV/14; g 9 |Drug and Food Control
Industries Indonesia thai, thudc chira hormon sinh duc, thudc kim té bao: Vién nén; 4139/CPOB/ 8 8 Indonesia (NADFC)
vién bao (bao gdm ca khang sinh khéng thudc nhém Beta- A/llI/14 3 3
lactam). 8 8
8 |Biotest AG (Co s& |Biotest AG, * S3n phdm: EU-GMP |DE_HE_01_ " Co quan thdm quyén 1
san xuat) Landsteinerstrasse 5, - B6t va dung moi pha tiém Haemoctin SDH 250; GMP_2015_ b=y Dlrc
63303 Dreieich, Germany |- Dung dich tiém truyén Intratect; 0126 %
- B6t va dung moi pha tiém Haemoctin SDH 500; % ®
- Dung dich tiém tinh mach Pentaglobin; ° 8
Biotest Pharma  |Biotest Pharma GmbH, - Dung dich tiém Fovepta; EU-GMP |DE_HE_01_ - 3
GmbH (Co s& Landsteinerstrasse 5, - Dich truyén Biseko (Protein huyét tuwong ngudi 50g (Albumin GMP_2017_| & 3
chirng nhan xuat [63303 Dreieich, Germany |31g; Khang thé nguoi 10g)/1000ml). 0018 S
xwdng) - Dich truyén Albiomin 20% (Protein huyét twong ngudi 200g g
(Albumin > 96%)/1000ml). !
9 [Laboratoires ZA des Boutries rue * Thudc khdng vo triing: vién nang cirng; thudc bot; vién nén. EU GMP [HPF/FR/53/2| .n ~ |French National Agency 1
Grimberg SA Vermont, 78704 Conflans 015 § § for Medicine and Health
Sainte Honorine, France g § Products Safety (ANSM)
~ S~
5 3
10 [Panpharma ZI du Clairay, Luitre, * Thudc v trung: EU-GMP |HPF/FR/266/ © « |French National Agency 1
35133, France + Thudc sdn xuat v trung: Thudc cdy ghép va dang ran (chira 2016 § § for Medicines and
khang sinh nhdm beta lactam). s o |Health Products Safety
% % (ANSM), France
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11 [TTY Biopharm No. 5, Gongjian W. Rd., * Thuéc vé trung: PIC/S-GMP|3182 Taiwan Food 2
Company Limited |Qidu District, Keelung, + Thudc san xuat vo trung: bét dong khd pha tiém; thudc tiém; -t @ |and Drug Administration
Lioudu Factory Taiwan, R.0.C + Thudc tiét trung cudi: thudbc tiém. 8 8 (TFDA)
* Thuéc khoéng vé tring: vién nén; vién nén bao phim; vién g §
nang clng. 3 S
12 [Catalent Germany [Catalent Germany * San pham: Vién nang mém Navelbine (Vinorelbine 20mg, EU-GMP |DE_BW_01_ " Co quan tham quyén 1
Eberbach GmbH |Eberbach GmbH, 30mg) GMP_2015_ § blrc
(Co s& san xuat) |Gammelsbacher Str.2, 0085 ~
69412 Eberbach, Germany §
(o]
Pierre Fabre Aquitaine Pharm EU -GMP |HPF/FR/238/ < National Agency for the
Medicament International 1, Avenue du 2014 § Safety of Medicine and
Production (Co s& |Béarn, 64320 IDRON, S Health Products (ANSM),
ddng goi va xudt |France g France
xuong) «
13 |SCZENTIVA SA Bulevardul theodor * San pham: Omeprazole 10mg, 20mg Gastro-Resistant Hard EUGMP |PP10138408( |, w |Medicines and 1
pallady 50, Sector 3, Capsules. § § Healthcare Products
Bucharest, RO - 032266, |Tén tai Viét Nam: Mepraz 10mg, 20mg Gastro-Resistant Hard E g Regulatory Agency
Romania Capsules (Omeprazole 10mg, 20mg) § E (MHRA), United
Kingdom
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14 |Sanofi - Aventis  |Sanofi - Aventis * Thuéc vé trung: EUGMP |DE_HE_01_ Co quan tham quyén 1
Deutschland Deutschland GmbH + Thudc san xuat vd trung: thudc ddng kho; dung dich thé tich GMP_2016_ buc
GmbH Industriepark Hochst- nhd (chat doc té bao/chat kim té bao); thubc cay ghép va dang 0090
Bruningstrape 50, H500, |rdn (hormon va chat cé hoat tinh hormon).
H590, H600, H785, H790 [+ Thudc tiét trung cudi: dung dich thé tich I&n; dung dich thé
65926 Frankfurt am Main, [tich nhé.
Germany * Thuéc khéng vé trung: thudc dung ngoai dang 16ng; thuéc
(* Céc cach ghi khac: udng dang |1dng; dang bao ché ban ran.
Industriepark Hoechst * Thudc sinh hoc:
65926 hodc Industriepark [+ Thuéc cong nghé sinh hoc;
Héchst, D-65926 hodc + Thudc ngudn goc tlr ngwdi hodc déng vat: Enoxaparin, © Q
Industriepark Hoechst, D- |Heparin Natrium. 8 8
65926 hoic Industriepark |* San pham: S g
Hochst, Bruningstrasse 50, | TOUJEO, Solution for injection in pre-filled pen (Insulin 3 jat]
D-65926 hodc glargine; 300 units/ml; 1,3,5 or 10 pre-filled pens)
Bruningstrasse 50, D- Tén tai Viet Nam: TOUJEO SOLOSTAR.
65926 hodc Industriepark
Hochst, Briiningstrafe 50,
D-65926 Frankfurt am
Main, Germany)
15 |UCB Farchim SA  |Z.l. de Planchy, Chemin de [Thudc khong vé trung: Dang bao ché rdn: vién nén, vién nén PIC/S-GMP [16-0418 Swiss Agency for 1
Croix Blanche 10, 1630 bao phim. Therapeutic Products
Bulle, Switzerland Cu thé: Q 9 |(Swissmedic)
+ Cetirizine 10 mg 8 8
+ Cetirizine 5 mg (Japenese market exclusively) g g
+ Levocetirizine 5 mg 3 S
+ Levetiracetam 250mg/500mg/750mg/1000mg
+ Cetirizine 5mg/Pseudoephedrine 120mg
16 |Co sé sdn xuat Via G. Morgagni, 2 - 47864 [San pham: EU-GMP [IT/318- Italian Medicines Agency| 1
ban thanh phdm: |Pennabilli (RN), Italia + vién nén khang dich vi da day Esomeprazole 20mg, 40mg 5/H/2016 9 (AIFA)
Valpharma Gastro-Resistant Tablets 8
International SPA Tén tai Viet Nam: Goldesome 20mg, 40mg Gastro-Resistant S ~
Tablets (Esomeprazole magnesium dihydrate 21,69mg; Iy 8
43,38mg). a
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Co s& déng gbi va |Via Della Pace, 25/A- + vién nén gidi phdng c6 kiém soat GOLDDICRON (30mg EU-GMP |IT/144- 1 9 |ltalian Medicines Agency
xuat xwdng: Lamp |41030 San Prospero (MO), |Gliclazide). 1/H/2015 8 (AIFA)
San Prospero SPA |ltalia §
<
17 [Dr.Reddy's Plot No: P1to P9, Phase |* Thu6c vé trung: Thu6c san xuat vo tring: PIC/s- |093/2015/S State Administration of 2
Laboratories Ltd  |lll, VSEZ, Duvvada, + Thudc d6ng kho: Brecer, lyophilizate for solution for injection GMP AUMP/GMP Ukraine on Medicinal
(Formulation Unit {Visakhapatnam District, [3,5 mg (Bortezomib); Cytogem, lyophilizate for solution for Products (SAUMP)
7) Andhra Pradesh, INDIA infusion 200mg; 1000mg (Gemcitabine).
+ Dung dich thé tich nhé: Mitotax, solution for injection 9 x
6mg/ml 5ml (30mg); 16,7ml (100mg); 41,7ml (250mg) & &
(Paclitaxel). § E
* ThuSc khong vo trung: a IS
+ Vién nang crng: Redivec, capsules, hard 100mg; 400mg
(Imatinib);
+ vién nén; vién nén bao phim: Apcibin, film coated tablets
150mg, 500mg (Capecitabine).
Danh sach co s& Dat Trang 5/ 23 Pot 49



STT

TEN CO’ SO’ SAN
XUAT

PIA CHi

PHAM VI CH’NG NHAN

NGUYEN
TAC GMP

GIAY CH.
NHAN

NGAY
CAP

NGAY
HET
HAN

CO’ QUAN CAP

NHOM
THUOC

18

Eurolife
Healthcare Pvt.
Ltd.

Khasra No. 520,

Bhagwanpur, Roorkee,

Haridwar, India

* Thuéc vé trung:

+ Thudc tiét trung cudi: dung dich thé tich nho (thé tich 100
ml):

Anapiron, solution for infusion, 10mg/100ml (Pracetamol);
Gatilin, solution for infusion, 200mg/100ml; 400mg/100ml
(Gatifloxacin);

Levasept, solution for infusion, 500mg/100ml (Levofloxacin);
Levofloxacin, solution for infusion, 500mg/100ml
(Levofloxacin);

Mannitol, solution for infusion, 15g/100ml (Mannitol);
Metressa, solution for infusion, 0,5%, 100ml (Metronidazole);
Ornistil, solution for infusion, 500mg/100ml (Ornidazole);
Ofloxacin, solution for infusion, 200mg/100ml (Ofloxacin);
Rapimax, solution for infusion, 400mg/100ml (Moxifloxacin
Hydrochloride);

Fluconazole, solution for infusion, 200mg/100ml
(Fluconazole);

Ciprofloxacin, solution for infusion, 200mg/100ml
(Ciprofloxacin);

PIC/S GMP

100/2014/S
AUMP/GMP

25/09/2014

28/08/2017

State Administration of
Ukraine on Medicinal
Products (SAUMP)

19

Piramal Critical
Care, Inc.

3950 Scheldon Circle,
Bethlehem, PA 18017,

USA

Thudc khéng vé triung: san pham Terrell™, Isoflurane, USP,
Liquid for Inhalation 100 mL

U.S. cGMP

AKWR-AXXV

27/10/2016

26/10/2018

United States Food and
Drug Administration
(U.S. FDA)
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20 |[Sance VI/51B, n/c No 2, * Thuéc vé trung: Thudc san xuat vo trung: thudc cdy ghép va |[PIC/S GMP |061/2016/S State Administration of 2
Laboratories Pvt. [Kozhuvanal, Pala, dang ran (thudc bot pha tiém): AUMP/GMP Ukraine on Medicinal
Ltd Kottayam - 686 573, + Alemctum, powder for solution for injection 1g; 1g in bulk Products (SAUMP)
Kerala, India (Cefoperazone/ sulbactam);
+ Alcizon, powder for solution for injection 1g vial No 1; 2 in
packs; No 10 (1x10) in pack in a box (Ceftriaxone);
+ Alcispec, powder for solution for injection 1g; 1g in bulk © o
(Cefoperazone/ sulbactam); § §
+ Cepim, powder for solution for injection 1g; 1g vial No 1; No_ S =~
5 (Cefepim). § %
* Thuéc khéng vé trung: e o
+ vién nang cirng: Sanceph-500 cap, capsules 500mg
(Cephalexin).
+ thuéc bot: SANCEPH-DS 125, powder for preparation oral
suspension 125mg/5ml.
+ Vién nén: Sanfur-500, tablets 500mg (Cefuroxime).
21 [Reckitt Benckiser [Dansom Lane, Hull, East  |* Thu6c vé trung: EU-GMP |UK MIA 63 Medicines and 1
Healthcare (UK) [Yorkshire, HU8 7DS, + Thuéc tiét trung cudi: dung dich thé tich nho. Insp GMP © ~ |Healthcare Products
Limited United Kingdom. * Thuéc khéng vé tring: vién nang cirng; vién nang mém; 63/17092- § § Regulatory Agency
Cach viét khac: thu’(“)'c dL‘Jn'g ngoai dang 1dng; thudc udng dang 1dng; dang bao 0035 § § (MHRA), United
Dansom Lane, Hull, HU8 |ché ban ran; vién nén. "y S |Kingdom
7DS, United Kingdom. * Thuéc sinh hoc: Nystatin (Thudc kem Timodine); e -
22 |CJ HealthCare 20, Daesosandan-ro, * Thu8c vd trung: Dung dich thudc tiém truyén. PIC/S-GMP |2017-G1- ~ o |Gyeongin Regional Food 2
Corporation Daeso-myeon, Eumseong- |* Thudc khéng vé trung: Thudc udng dang ran chira 0619 § § and Drug
gun, Chungcheongbuk-do, |Cephalosporin: Vién nén, thudc bét pha siro. g § Administration, Korea
Republic of Korea > =
i i
23 |Nipro Pharma 647-240, Ureshinotengeji- [* Dung dich tiém NIKP-Karosgen injection 20ml PIC/s-GMP (3129 n — |Ministry of Health, 1
Corporation Ise Cho, Matsusaka-Shi, Mie, § § Labour and Welfare
Plant 515-2302 Japan § g (MHLW), Japan
S~ S~
2| 2
24 |Nichi-lko 205-1, Shimoumezawa San pham: Thudc vién nén bao phim NIKP-Rebamipide film PIC/s-GMP |3125 " o |Ministry of Health, 1
Pharmaceutical Namerikawa-shi, Toyama, |coated tablet 100mg. § § Labour and Welfare
Co., Ltd. Toyama |Japan § § (MHLW), Japan
Plant 1 ) o
(] —
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25 |Mipharm S.P.A Via Bernardo Quaranta, 12|* Thudc khéng vo trung: vién nang cirng; thudc udng dang léng| EU-GMP |IT/21- Italian Medicines Agency| 1
-20141 Milano (MI), Italy |(chia corticosteroid va cac hormon khac, khong bao gom 1/H/2016 © ™ |(AIFA)
hormon sinh duc); thudc bét va thuéc cdm; dang bao ché ban 8 8
ran (chtra hormon corticosteroid); thudc dan; vién nén (chira § E
hormon corticosteroid va hormon sinh duc). 2 5
26 |GSK Biologicals Rue de I'Institut 89, * ThuBc v trung: EU-GMP |BE/GMP/20 Belgian Federal Agency 1
(GlaxoSmithKline [Rixensart, 1330, Belgium |+ Thu8c san xuat vé trung: dung dich thé tich |&n; thuéc déng 16/019 9 9 |for Medicines and
Biologicals SA) khé; dung dich thé tich nhé. 8 8 Heallth Products
+ Thudc tiét trung cudi: dung dich thé tich nho. § 5 (AFMPS)
* Thuéc sinh hoc: thudc mién dich; thudc cong nghé sinh hoc. IS S
27 |Co sd san xuat: 2 rue du Colonel Lilly, * San pham: thudc tiém Humalog KwikPen (insulin lispro US-GMP [GH96- United States Food and 1
Lilly France 67640 Fegersheim, France |injection (rDNA origin) 100 units/ml, 3ml) Wws8C =t % |Drug Administration
g | &
Co s& déng géi: Eli [Indianapolis IN 46285, ) )
Lilly and Company |USA S S
28 |Chiesi Via San Leonardo 96 - * Thuéc vé trung: EU-GMP [IT/289- Italian Medicines Agency| 1
Farmaceutici 43122 Parma (PR), Italia |+ Thu8c san xu3t vd trung: dung dich thé tich nhé (chira 4/H/2016 (AIFA)
S.P.A. corticosteroid, thudc sinh hoc).
* Thuéc khéng vé trung: thudc udng dang long (chira
corticosterid); thudc c6m va thudc bdt (chira corticosteroid);
thu6c phun mu (chira corticosteroid); vién nén. Q q
* Thuéc sinh hoc: thudc cé ngudn gdc tir ddng vat. 8 8
2|8
Via Palermo, 26/A - 43122 {* Thu8c v6 trung: Q N
Parma (PR), Italia + Thuéc san xuat vo trung: dung dich thé tich nho (thudc
sinh hoc).
* Thuéc khéng vé trung: thudc udng dang long (chira
corticosteroid).
* Thuéc sinh hoc: thudc cé ngudn gac tir ddng vat.
29 |Guerbet 16-24 rue Jean Chaptal, * Thudc v trung: EU-GMP |HPF/FR/18/2 ~ o |National Agency for the 1
Aulnay Sous Bois, 93600, [+ Thudc tiét trung cudi: dung dich thé tich I&n; dung dich thé 017 § § Safety of Medicine and
France tich nhé. = & |Health Products (ANSM),
% § France
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30 |Synthon Hispania, |Pol. Ind. Les Salines. C/ * Thuéc khéng vé tring: vién nén; vién bao (bao gdm ca chat EU-GMP |NCF/1646/0 w0 o |Ministry of Health of 1
¢ i i
SL Castello, 1, 08830 Sant Boi [gay nghién, huéng than); vién nang cing; pellet, thudc bét goi. 01/CAT S Q |Government of
de Llobregat (Barcelona); E E Catalonia, Spain
Spain = =
(] —
31 |MSD International |21 Tuas South Avenue 6, |[Thudc vién nén. PIC/S-GMP [MLMP11000 © ~ Health Sciences 2
GmbH (Singapore |Singapore 637766, 13 § § Authority (HSA),
Branch) Singapore = N |Singapore
£\ g
(] —
32 |Hankook Korus 78 Daepungsandan-ro, Thudc bét pha tiém chira cephalosporin. PIC/S-GMP|2017-G1- ~ o |Paejeon Regional Office 2
Pharm, Co., Ltd  |Daeso-myeon, Eumseong- 0341 § § of Food & Drug Safety,
gun, Chungcheongbulk- ~ S |Korea
do, Republic of Korea § %
o o
33 |Dongkook 1103 Jingwang-ro, Thudc tiém. PIC/S-GMP [2016-G1- © o |DPaejeon Regional Office 2
Pharmaceutical |Gwanghyewon-myeon, 2269 § § of Food & Drug Safety,
Co., Ltd. Jincheon-gun, § § Korea
Chungcheongbuk-do, E >
Republic of Korea e
34 |Standard Chem. & [No. 6-20, Tuku., Tuku * Thuéc vo trung: PIC/S GMP |3517 Taiwan Food 2
Pharm. Co., Ltd. |Village, Sinying District, + Thudc san xuat vé trung: Thudc tiém dung dich; bét dong and Drug Administration
Tainan City 73055, Taiwan |khé pha tiém; thudc tiém dang hon dich. ~ o (TFDA)
+ Thu6c tiét trung cudi: Thudc tiém dung dich. § §
* Thuéc khéng vé trung: Dung dich thudc; Vién nén, vién bao - -
phim, vién bao dudng, vién nang cirng, thudc bét, thuéc com. % §
* Thuéc bot khé pha tiém chira khéng sinh nhém Cephalosrin. e -
35 |Aesica Via Praglia, 15-10044 * Thuéc vé trung: EU-GMP [IT/11- ~ o |ltalian Medicines Agency| 1
Pharmaceuticals |Pianezza (TO), ltalia + Thuéc tiét trung cudi: dung dich thé tich nho. 4/H/2017 § § (AIFA)
S.R.L * Thuéc khéng vé trung: thudc udng dang 16ng. ~ P
o | g
o ™~
o —
36 |Binex Co., Ltd 368-3 Dadae-ro, Saha-gu |* Thudc dang ran: vién nén; vién nang; thudc bot; thudc cdm. |PIC/S-GMP [2017-C1- ~ o  |Busan Regional Office of 2
Busan, Republic of Korea |* ThuSc nhd mat: dung dich nhé mat; hdn dich nhd mat. 0076 § § Food and Drug Safety,
o N |Korea
< <
(] o
o o
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37 |Theragen Etex Co.,|58 Sandan-ro 68beon-gil, |* Thudc dang ran: vién nén; vién nang. PIC/S-GMP|2017-D1- ~ o |Gyeongin Regional 2
e - ~ .
Ltd Danwon-gu, Ansan-si * Siro udng. 0781 S Q  |Office of Food and Drug
Gyeonggi-do, Republic of § § Safety, Korea
Korea > =
— o
38 |West Pharma- Rua Joao de Deus, No. 11, |* ThuSc khdng v6 trung: vién nang cleng; vién nén (bao gbm cd | EU-GMP [F030/S1/MH ~ o [|National Authority of 1
Producoes de Amadora, 2700-486, thuéc cé hoat tinh hormon: Letrozol); thuéc bét; thuéc cém. /001/2017 § § Medicines and Health
Especialidades Portugal oy o |Products (INFARMED),
o o
Farmaceuticas, > > |Portugal
— o~
S.A
39 |Chinoin Csanyikvolgy, Miskolc, * Thuéc vé trung: EU-GMP |OGYEI/6375 National Institute of 1
Pharmaceutical  [3510, Hungary + Thuéc san xuat vé trung: dung dich thé tich nho. 2-2/2016 © o |Pharmacy and Nutrition,
and Chemical + Thudc tiét trung cudi: dung dich thé tich nho. § § Hungary
Works Private Co., * Thudc sinh hoc: 5 =
. v w s o x aa A o (=)
Ltd. (Chinoin + Thubc cé ~nguon goc tlr nguoi hodc dong vat. 5 g
Private Co. Ltd) + Thuéc mién dich
40 |[A. Nattermann & |Nattermannallee 1,D- Thu6c khéng vé trung: Vién nang clirng; vién nang mém; thuéc | EU-GMP [DE_NW_04_ Co quan thdm quyén 1
Cie. GmbH 50829 Cologne, Germany |dung ngoai dang 1dng; thudc udng dang 16dng; thuéc bét, thudc GMP_2015_| 4= N |DPlc
c6m va dang pastiles; dang bao ché bén rin; vién nén, vién bao 0011 8 8
phim, vién bao dudng, vién sii bot 3 =
v v ~ \ =
* Thudc dugc lieu; thudc vi lugng dong can ! =
41 |Remedina S.A. 23 Gounari & Areos Str.,  |* San pham: Bot pha dung dich tiém Azatyl (Ceftriaxone 1g) EU-GMP |3436 ~ ~ |National Organization 1
i i
13451 Kamatero, Greece Q Q |for Medicines (EOF),
= 5 |Greece
4 4
3 3
42 |SW Pharma GmbH |Robert-Koch-StraRe 1, * ThuGc khong vo trung: Vién nang cling; vién nén; thuéc com. | EU-GMP [DE_SL_ 01 _G| ~ |Coquan tham quyén 1
66578 Schiffweiler, MP_2016_0 § § Drc
Germany 001 N o
S | <
(] ~
o o
43 [Baxter Healthcare |Route 3 Km, 144.2, San pham: Dang bao ché 1dng dé hit Forane (Isoflurane, USP) US-GMP |T9HC-V7TC ~ o |United States Food and 1
— —
Corporation Guayama, Puerto Rico Liquid for Inhalation, 250ml Q Q  |Drug Administration
00784 USA Tén tai Viét Nam: Aerrane = = |(u.s.FDA)
S 4
(e} N
o o
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44 |Baxter Healthcare [Route 3 Km, 144.2, * San pham: Dang bao ché Idng dé hit Sevoflurane, USP US-GMP (03-0056- © o |United States Food and 1
Corporation Guayama, Puerto Rico Inhalation Anesthetic 250mL 2016-08-VN § § Drug Administration
S~ S~
00784 USA % % (U.S. FDA)
(] N
45 |Panpharma ZI du Clairay, Luitre, * Thuéc vé trung: EU-GMP |HPF/FR/266/ © « |National Agency for the 1
35133, France + Thu6c san xuat vd trung: Thudc cay ghép va dang ran 2016 § § Safety of Medicine and
(chira khang sinh nhom beta lactam). oy o |Health Products (ANSM),
% g France
— on
46 |YuYu Pharma, Inc |94 Bio Valley 1-ro, *Vién nang clrng; vién nén. PICS -GMP (2017-G1- ~ o |Daejeon Regional Office 2
Jecheon-si * Thudc m&, thudc kem, Gel. 0108 § § of Food and Drug Safety
Chungcheongbuk-do, g E , Korea
Republic of Korea ) N
i i
47 |Co s@ san xuét: 2100, Syntex Court, San pham: vién bao phim Tracleer (Bosentan 125 mg) Canada- (65381 N Co quan tham quyén 1
Pantheon Inc. - Mississauga, Ontario, L5N GMP I Canada
Toronto Region 7K9, Canada g -
Operations o §
Co s& xuat xwdng: |Gewerbestrasse 12/14/16, EU-GMP |15-1385 " § Swiss Agency for
Actelion 4123 Allschwil, § & |Therapeutic Products
Pharmaceutical  [Switzerland N
Ltd %
48 |[XL Laboratories E -1223, Phase-1, Extn. * Thudc khoéng vo tring: PIC/S-GMP (072/2016/S State Administration of 2
Pvt. Ltd (Ghatal), RIICO Industrial | - Vién nang ctrng: Thudc Abydium, AUMP/GMP Q 9 |Ukraine on Medicinal
Area, Bhiwadi, Dist. Alwar (- Thudc si rd: thudc Alesof, 8 a Products (SAUMP)
(Raj.), India - Thuéc vién nén: Melcom E 3
- Thuéc b6t pha dung dich udng: Milistan Hot Tea Anticough, S i
Milistan Hot Tea With Lemon
49 (Ferring GmbH (co |Wittland 11, 24109 Kiel, |* S&n pham: Dung dich dam dac dé truyén tinh mach EU-GMP |DE_SH 01_2 Co quan tham quyén 1
s& san xuét) Germany Tractocile (Atosiban acetat 7,5mg/ml) 014_0017 burc
<t M~
Ferring Chemin de la EU-GMP § § Swiss Agency for
International Vergognausaz 50, 1162 St- S »  |Therapeutic Products
Center SA (Co's& |Prex, Switzerland 14-2418 S § (Swissmedic)
déng gbi, xuat ~ o
xuwédng)
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50 [Sandoz llac Sanayi [Sandoz llac Sanayi ve * Thuéc khong vé trung: Vién nang cirng; thudc uéng dang EU-GMP |DE_ST 01 G Co quan tham quyén 2
Ve Ticaret A.S Ticaret A.S. indni I6ng; thubc dan; vién nén; vién nén bao phim, thudc cdm MP_2016_0 Purc
Mabhallesi 024 © o
Gebze Plastikciler § §
Organize Sanayi Bolgesi =~ <~
Atatirk, Bulvari 9. Cadde S §
No.2, 41400 Gebze- ° o
Kocaeli, Turkey
51 |Chemical Works |Gyomréi at 19-21., * Thuéc vé trung: EU-GMP |OGYEI/1698 National Institute of 1
of Gedeon Richter [Budapest, 1103, Hungary + Thudc san xuat vd trung: Dung dich thé tich |&n; Dung dich 2-8/2016 Pharmacy and Nutrition
Plc. (Gedeon va hon dich thé tich nhd; Thudc dong kho (bao gdm ca thude (OGYEI), Hungary
Richter Plc.) c6 chira chat kim té bao).
+ Thuéc tiét trung cudi: Dung dich thé tich 1&n; Dung dich
thé tich nhé. © o
* Thu6c khong vé trung: Vién nang clrng; thudc dung ngoai § §
dang I6ng; thu6c uéng dang 1dng; thudc bdt va thubc com; > F
dang bao ché& ban rén (chira khang sinh); vién nén (bao gdm ca 2 S
vién nén chtra hormon), vién nén bao va vién nén bao phim e o
(bao gbm ca thudc thudc chira hormon). Vong 4m dao vdi hoat
tinh hormon.
* Thudc sinh hoc: Sdn pham céng nghé sinh hoc; sdn pham cé
ngudn goc tlr ngudi hodc dong vat;
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52 |Alfa Wassermann |Via Enrico Fermi, 1 - 65020(* Thuéc vé trung: EU-GMP [IT/83- Italian Medicines Agency| 1
S.P.A. Alanno (PE), Italy + Thudc san xuat vé trung: Thubc déng khé (chira hormon va 1/H/2016 (AIFA)
cac chat co hoat tinh hormon, khéng bao gém hormon sinh
duc); dung dich thé tich nhé (chira hormon va céc chat cé hoat
tinh hormon, khdng bao gdm hormon sinh duc); polveri.
+ Thudc tiét trung cudi: Dung dich thé tich nho (chira
hormon va céc chat cé hoat tinh hormon, khéng bao gom © ®
hormon sinh duc). 8 8
* Thuéc khéng vé trung: Vién nang cing; thudc dung ngoai g 5
dang 1&ng; thudc udng dang I6ng; thudc bot; thudc cdm; thudc Q py
ban rin; vién nén.
* Thudc sinh hoc: Ch& phdm mau (dung dich thé tich nho); ché
pham tir mé, t& bao déng vat (vién nang mém; dung dich thé
tich nhoé san xuat vo trung; dung dich thé tich nho tiét trung
cudi).
53 |Sandoz GmbH Biochemiestrasse (hodc |* ThuSc vé trung (chtra nhém Penicillin va Cephalosporin): EU-GMP |INS-481921- Austrian Medicines and 1
(hodc Sandoz BiochemiestraRe) 10, + Thudc san xuat vo trung: Thudc cay ghép va dang ran. 0090-001 Medical Devices Agency
GmbH-TechOps  |6250 Kundl (hodc A-6250 |* Thudc khéng vd trung (chira nhdm Penicillin va Q @ |(AGES)
hodc Sandoz Kundl hodc AT-6250 Kundl |Cephalosporin):: Vién nang cing; vién nén; vién nén bao phim; 8 8
GmbH- hodc Kundl, 6250), Austria |vién nhai; thuéc bét, thuéc com. g 5
Organisationseinh ! bt
eit/ Business Unit
TechOps)
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54 |LABORATORIO Gran Capita, 10, 08970 * Thuéc vé trung: EU-GMP |NCF/1640/0 Ministry of Health of 1
REIG JOFRE, SA Sant Joan Despi + Thudc san xuat vé trung (chira hormon hodc cac chat ¢ 01/CAT Government of
(Barcelona), Spain hoat tinh hormon): Thudc d6ng khd; Dung dich thé tich nho; Catalonia - Spain
+ Thuéc tiét trung cudi: Dung dich thé tich 1&n; Dung dich
thé tich nho;
* Thuéc khéng vé tring: Vién nang cing; thudc dung ngoai
dang I6ng (chira hormon hodc céc chat cé hoat tinh hormon);
thudc udng dang 1dng (chira hormon hodc céc chat cé hoat 9 ®
tinh hormon); dang bao ché bén ran (chira hormon hoic cac 8 8
chét c6 hoat tinh hormon); thudc dat; vién nén (chita hormon E §
hodc cac chat ¢ hoat tinh hormon). 0 by
* Thuéc sinh hoc (khéng bao gdbm hoat d6ng véi vi sinh vat
sdng hoidc nudi cdy t& bao): Ché pham mién dich; ché pham
cdng nghé sinh hoc; ché& pham tach tir nguwdi hodc ddng vat.
* Thudc duoc lidu.
55 [Thymoorgan Schiffgraben 23, 38690 * S3n phdm: EU-GMP |DE_NI_01_G Co quan thdm quyén 1
Pharmazie GmbH |Goslar, Germany Thudc bét pha tiém Vammybivid's (Vancomycin 1g). MP_2015 0 8 Dlrc
(Co s& san xuat) |(* Cdch ghi cii: Thu6c bdt pha tiém Vammybivid's (Vancomycin 500mg). 003 8
Schiffgraben 23, 38690 3 ~
Vienenburg, Lower N 8
Saxony, Germany ) o
Sanavita Lohstrasse 2, 59368 DE_NW_01_ n §
Pharmaceuticals |Werne, Germany GMP_2015_ 8
GmbH (Co s& xudt 0014 9
xuwédng) §
56 |Biolyse Pharma 59 Welland Vale Road, St. |* S&n pham: Thudc tiém dung dich Paclitaxel 6 mg/mL. Canada- |64197 © ~ |Health Products 1
Corporation Catharines, Ontario, GMP § § Compliance Directorate,
S~ S~
Canada L2S 3Y2 § § Canada
(o] (]
57 |Cilag AG (Co s& Hochstrasse 201, 8200, * San pham: Bot pha dung dich d4m d3c dé pha dung dich EU GMP [16-1557 © Swiss Agency for 1
san xuit) Schaffhausen, Switzerland |truy&n Remicade (Infliximab 100 mg) 8 Therapeutic Products
g (Swissmedic)
S 3
()
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Janssen Biological |Einesteinweg 101, Leiden, NL/H16/100 S Health Care Inspectorate
B.V. (Co sé xudt [2333CB, Netherlands 5175 9 S - Pharmaceutical Affairs
xuéng) 8 ~  |and Medical Technology,
S Netherlands
S~
0
i
58 [Vifor SA Route de Moncor 10, 1752 |* Thuéc ban ran: Kem; m&; gel. EU-GMP |16-2034 Swiss Agency for 1
Villars-sur-Glane, * Dang bao ché 16ng: Sird; dung dich thudc; hdn dich thudc. 9 9 |Therapeutic Products
Switzerland * Dang bao ché ran: Vién nang; vién nén; vién nhai; vién nén 8 8 (Swissmedic)
bao phim; vién bao duwdng; vién ngadm; thuéc bot; thuéc c6m E §
(bao gbm ca san pham tir vi khuan). S 3
59 [Medreich Limited [4/3 Avalahalli Anjanapura [* Thuéc khong vé trung: Vién nén; thudc bdt; thudc cdm. PIC/S GMP |MI-2015-CE- © o |Therapeutic Goods 2
i i
Post (Unit Ill site), 00583-1 Q Q  |Administration (TGA),
Bangalore 560062, India ) B |Australia
£1¢
o —
60 |InfoRLife SA Casai 7748 Campascio, Thudc vd trung dang dung dich. PIC/S GMP [17-0173 ~ o Swiss Agency for 1
Switzerland S S Therapeutic Products
= B» |(Swissmedic)
S | g
o o™
o —
61 |TolmarINC 701 Centre Avenue, Fort  |* ThuSc v6 triing: EU-GMP |NL/H ~ o |Healthcare Inspectorate, 1
v 2 . N N ~ N A — —
Collins, Colorado, 80526, |+ Thudc san xuat vo trung: thuoc déng khoé 16/1009478 Q Q |Netherlands
United States + Thudc tiét trung cudi: dung dich thudc thé tich nhd, thudc a = x
g < L
ban ran %) <
(o] —
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62 |Warsaw 22/24, Karolkowa Str., 01- [* Thuéc sdn xuat vo trung: EU-GMP |GIF-IW- Main Pharmaceutical 1
Pharmaceutical 207 Warszawa, Poland + Dung dich thé tich nho (bao gdm ca thuéc chira hoat chat 400/0102_0 Inspector, Poland
Works Polfa S.A. |(tiéng Anh: Karolkow cé déc tinh manh, gay nghién, hwédng tdm than, chat nhay cam 2_01/04/35
(Tén tiéng Ba Lan: [22/24,01-207, Warsaw, |va hoat chat teratogenic): hn dich thudc nhé mat, dung dich 4/16
Warszawskie Poland) thudc nho mat, dung dich thudc tiem
Zaktady * Thu8c tiét trung cudi: © Q
Farmaceutyczne + Dung dich thé tich nhé (bao gbm ca thudc chira hoat chat 8 8
POLFA Spolka cé déc tinh manh, gay nghién, hwdng tdm than, chat nhay cdm g g
Akcyjna) va hoat chét teratogenic): hdn dich thudc nhé mat, dung dich 5 o
thudc nho mat, dung dich thudc tiem
* Ché& pham sinh hoc: San pham cé ngudn gdc tir ngudi hodc
dong vat
63 [S.M. Farmaceutici [Zona Industriale - 85050 |* Thu6c vé trung: EU GMP [IT/134- " ~ [talian Medicines Agency| 1
S.R.L. TITO (PZ), Italy + Thudc tiét trung cudi: Dung dich thé tich Ién; dung dich thé 1/H/2015 § § (AIFA)
tich nhé. ) =
* Thuéc khong vé trung: Thudc uéng dang 1dng chira % %
corticosteroid. - -
64 |Auronext Pharma |A-1128, RIICO Industrial * Thuéc v trung: EU-GMP |FT020/MH/0 © o National Authority of 2
Private Limited Area Phase Ill, Bhiwadi + ThudBc san xuat vd trung chira khang sinh B-lactam: Thudc 01/2016 § § Medicines and Health
District - Alwar, Rajasthan, |d6ng khd; Thudc dang ran va cay ghép. Iy N |Products (INFARMED),
301 019, India % % Portugal
65 |PT. Novell JL.Wanaherang No. 35 * Thudc v trung: Thudc tiém. PIC/S GMP [MI-2014-CE- ~ o |Therapeutic Goods 2
Pharmaceutical  |Tlajung Udik, Gunung * Thudc khdng vo triing: Vién nang cing; thuéc bot; thuéc 09009-1 § § Administration (TGA),
Laboratories Putri Bogor 16962, c8m; vién nén; sird, thudc udng dang 1dng; vién nang mém. g g Australia
Indonesia ) ~
— —
66 |PT Novell JL.Wanaherang No. 35 * Thudc v trung: EUGMP [DE_BE 01 G| o |Co quantham quyén 2
Pharmaceutical  |Tlajung, 16962 Gunung + Thudc tiét trung cudi: Dung dich thé tich nho (8ng MP_2016 0 § § Pirc (Landesamt Fur
Laboratories Putri, Bogor, Indonesia ampoule). 063 E E Gesundheit und
S N |Soziales)
on (]
67 |Beaufour Ipsen Rue Ethé Virton, Dreux, * Thudc khéng vo tring: EU-GMP |HPF/FR/31/2 ~ o National Agency for the 1
Industrie 28100, France - Vién nang cirng; thudc udng dang 16ng; bot pha hdn dich 017 § § Safety of Medicine and
uéng; bdt pha dung dich udng; vién nén; vién nén bao phim. ~ S |Health Products (ANSM),
- San phdm: Tanakan (Ginkgo biloba extract 40mg) % § France
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68 |Pierre Fabre Site Progipharm, rue du  |* Thuéc khong vé trung: Vién nang cirng, thudc dung ngoai EU-GMP [HPF/FR/167/| © ~ |French National Agency 1
¢ ¢ N ~ s, < N — — ..
Medicament Lycée, GIEN, 45500, dang ldng, thuéc udng dang ldng, thudc dang ban ran, vién 2016 S Q for Medicine and Health
Production - Gien |France nén, thuéc cdm. § E Products Safety (ANSM)
* Thudc sinh hoc: San pham mién dich. § §
69 |Catalent France 74 rue Principale, * Thuéc khéng vé trung: Vién nang mém (chira chat cé hoat EU GMP [HPF/FR/192/| © ~ |French National Agency 1
i i
Beinheim SA Beinheim, 67930, France |[tinh hormon). 2016 S Q for Medicine and Health
g E Products Safety (ANSM)
S~ ~
o] —
— on
70 |Yungjin Pharm. 66 Muha-ro, Namyang- * Thudc udng dang ran: vién nén; vién nang; siro khé. PIC/S GMP [2017-D1- Gyeongin Regional 2
Co., Ltd eup, Hwaseong-si * Thudc udng dang léng: siro; hdn dich udng; nwéc siic miéng. 0066 ~ o Office of Food and Drug
Gyeonggi-do, Korea * Thu6c dang I6ng dung ngoai; lotion. § S [Safety, Korea
* Thudc chita cephalosporin: vién nén; vién nang; thudc bot; g g
siro; thudc bot pha tiém. B iy
o —
71 |Medochemie Ltd. |48 lapetou Street, Agios  [* Thudc vé trung: EU GMP |MEDO07/201 © o Pharmaceutical Services, | 1
(Ampoule Athanassios Industrial - Thuéc san xuat vé triing: Dung dich thé tich nho. 6/001 § S |Ministry of Health,
’ - . 0 s N .
Injectable Facility) |Area, 4101 Agios - Thudc tiét trung cudi: Dung dich thé tich nho. B .  [Republic of Cyprus
o o
Athanassios, Limassol, E oN'\
Cyprus
72 [Mylan F-4, F-12 M.I.D.C, * ThuBc khong vé trung: Vién nang clrng, vién nén. EU GMP |UK GMP ~ o |Medicines and 2
Laboratories Malegoan, Sinnar, In- 20807 Insp § § Healthcare Products
Limited 422113, India GMP = N |Regulatory Agency
20807/2238| S | R |(MHRA), United
2-0008 o ©  |Kingdom
73 [Baxter Healthcare |Route 3, km 144.2, San pham Suprane (Desflurane USP, Liquid for Inhalation) US cGMP [03-0105- United State Food and 1
Corporation Guayama, Puerto Rico 2016-09-VN © % |Drug Administration
o o
00784, USA N N
< <
L —
on on
74 |MILAN Plot Nos. * Thuéc khong vé trung: vién nang cirng, vién nén, thudc bot EU-GMP |UK GMP Medicines and 2
LABORATORIES 35/36/63/64/65/67/87 33423 Insp © o Healthcare Products
PRIVATE LIMITED |Jawahar Co-Op Industrial GMP § § Regulatory Agency
Estate Ltd, Kamothe, 33423/4987 = S |(MHRA), United
Panvel (Navi Mumbai), 70-0007 g g Kingdom
Mumbai, IN 410 209, India -~ o
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75 |Merck Serono Via Delle Magnolie 15 (loc.|* Thudc vo trung : EU-GMP [IT/291- Italian Medicines Agency| 1
S.P.A Frazione Zona Industriale) { - Thu6c vé trung khéng tiét trung cudi: 35/H/2016 (AIFA)
70026 Modugno (BA), + Bot dong khd chira hormon hodc chat ¢ hoat tinh
Italy hormon khéng phai corticosteorid;
+ Dung dich thé tich nhé chira hormon hodc chat cé hoat
tinh hormon va cytokines © <]
- Thu8c vé trung san xuét cé tiét tring cudi: Dung dich thé 8 8
tich nhd E 5
* Thudc sinh hoc: x S
- San pham tir mau: san pham cudi chira albumin ngudi duoc
b6 sung lam ta dwgc cho san pham tir ki thuat sinh hoc;
- San pham cdng nghé sinh hoc: Protein/DNA tai t6 hop
76 [Lamp San Via Della Pace, 25/A - Thudc vd trung: thudc bot, thudc cdm, thubc dat, vién nén EU-GMP |[IT/168- © o |talian Medicines Agency| 1
Prospero SPA 41030 San Prospero (MO) 1/H/2016 § § (AIFA)
Italy = 3
Q Q
3| 3
77 |Valpharma Via G. Morgagni, 2-47864 |* Thudc vo trung : vién nang cirng, thudc cdm, pellet, vién nén | EU-GMP [IT/318- © o [ltalian Medicines Agency| 1
international S.P.A[Pennabilli (RN), Italy chira hormon sinh duc hodc chat cé hoat tinh hormon sinh duc 1/H/2016 § § (AIFA)
: P~ S
' <2
N N
78 |Sandoz Grup Gebze Organized * Thuéc khéng vé trung: vién nén bao phim Simvastatin 10mg | EU-GMP |DE_ST 01_G © Co quan tham quyén 2
Saglik Urunleri Industrial Region lhsan MP_2016_0 § burc
Ilaclari San. ve Tic. |Dede Cadde No. 900. 011 >
A.S.(Cosdsan  |Sokak TR-41480 Gebze- g | g
Xuat) Kocaeli, Turkey - g
Lek S.A. (Co s& 16 Podlipie Street, 95-010 EU GMP |GIF-IW- n % Main Pharmaceutical
dong goi) Strykow, Poland 400/0095_0 8 ' |Inspectorate (MPI),
4 _01/04/50/ 5 Poland
15 5
79 |Eli Lilly & Indianapolis, Indiana, *Thudc san xuat vd trung: Bot dong khé (thudc déc té bao), EUGMP |HPF/PT/12/2| o |French National Agency 1
Company 46285-46221, US dung dich thé tich nho. 016 § § for Medicine and Health
*Thudc tiét trung cudi: Thudc bat (tiét trung bang chiéu tia S o |Products Safety (ANSM)
gamma) o~ >
* Thuéc cong nghé sinh hoc. o~ -
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80 [Sanofi Winthrop |56 route de Choisy au Bac, |* Thuéc khéng vé trung: EU-GMP |HPF/FR/269/ French National Agency 1
Industrie- COMPIEGNE, 60205, +Vién nang cing; 2016 for Medicine and Health
Compiegne France + Vién nén (bao gdbm ca chat c6 hoat tinh hormon Products Safety (ANSM)
corticosteroid, khang sinh B-lactam); © ~
+Vién nén bao phim (bao gdm ca khang sinh B - lactam); § §
+ Vién nhai; - >
+ Vién sUi chra chat cé hoat tinh hormon corticosteroid; % §
+ Bét pha dung dich uéng; - e
+ Bt pha hdn dich udng chira khang sinh B-lactam.
81 |lJanssen Korea Ltd. |45 Jeyakgongdan 2-gil, *\/ién nén, nang clng, dang bot dung dé udng. PIC/S [2017-D1- ~ © Gyeongin Regional 2
Hyangnam-eup, * Siro 0100 3 = |Office of Food and Drug
Hwaseong-si Gyeonggi-do, |* Dung dich dung ngoai 3 :3 Safety - Ministry of Food
Republic of Korea g E and Drug Safety of Korea
82 |Atra Bulding II, Plot No.H-19 * Thu8c khdng vo triing: Vién nén PIC/S |038/17 ~ National Pharmaceutical 2
Pharmaceuticals |MIDC Waluj Aurangabad § g Regulatory Agency
Limited (MS) 431133 India g : (NPRA), Ministry of
g by Health, Malaysia
83 |GlaxoSmithKline |82 Hughes Avenue * Thu8c khong vo triing khong chira penicillins cephalosporins, | PIC/S GMP |MI-2016-LI- © ~ |Therapeutic Goods 1
Consumer Ermington NSW 2115, chat chéng ung thu: Vién nén; vién nén sdi bot; thudc dang 07643-1 § § Administration (TGA),
Healthcare Australia 1dng; thubc dat; thudc kem :' g Australia
Australia Pty Ltd < n
— o
84 [Chong Kun Dang ([797-48 Manghyang-ro, * Vién bao phim; vién nén; vién nang; b6t pha siro; thuéc bét. | PIC/S GMP (2017-G1- Daejeon Regional Office 2
Pharmaceutical Seonggeo-eup, Seobuk-gu,|* Thudc tiém truyén. 0415 of Food & Drug Safety,
Corp Cheonan-si, * Siro; hén dich; thudc udng dang 1dng va dung dich uéng. Korea
Chungcheongnam-do, * Thudc chira penicillin: Vién bao phim; vién nén; vién nang; ~ Q
Republic of Korea b6t pha siro; thuéc bot pha tiém. 8. 8
* Thudc chira cephalosporin: ThuSc bot pha tiém. S §
* Thudc chdng ung thu, ddc té€ bao: Dung dich tiém, thudc 5 4
tiém déng kho.
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85 |Immacule Village Thanthewal, Ropar |* Thudc vo trung: EU GMP [UK GMP ~ o |Medicines and 2
Lifesciences Road, Nalagarh, District - Thu8c san xuat vo trung: Thudc bot dong khod; dung dich thé 47115 Insp § § Healthcare Products
Private Limited Solan, Himachal Pradesh, [tich nhd GMP ~ S |Regulatory Agency
IN 174101,India 47115/1573 % E (MHRA), United
0061-0001 e = |Kingdom
86 |Ferring GmbH (Co |Ferring GmbH * San pham: EU-GMP |DE_SH 01_ <, Co quan tham quyén 1
s& san xuét) Wittland 11, 24109 Kiel, + Bot va dung méi pha tiém Menopur (Menotrophin 751U GMP_2014_ 8 burc
Germany FSH + 751U LH) 0017 S ~
=) S
il
Ferring Chemin de la EU-GMP |14-2418 s § Swiss Agency for
International Vergognausaz 50, CH - 8 ~ Therapeutic Products
Center S.A., (Co s&|1162 St-Prex, Switzerland N (Swissmedic)
ddng goi) 5
87 |Nipro Pharma 647-240, Ureshinotengeji- |* San pham: Thudc tiém Hishiphagen combination intravenous |[Japan GMP|1759 © Ministry of Health, 1
Corporation Ise cho, Matsusaka -shi, Mie, |(53mg Monoammodium Glycyrrhizinate, 400mg Glycine, 22 8 Labour and Welfare
Plant japan mg L-Cysteine Hydrochloride Hydrate) 5 (MHLW), Japan
3
88 [Recordati Via Civitali, 1-20148 * Thudc tiét trung cudi: dung dich thé tich nhd EU-GMP |IT/302- Italian Medicines Agency | 1
Industria Chimica |Milano (Ml), Italia. * Thu8c khong vo tring: 7/H/2016 (AIFA)
E Farmaceutica * Thudc khoéng vo tring:
S.P.A. * Thudc khoéng vo tring: o ©
- Vién nang cirng; vién nén, vién bao phim, thudc bét, thudc § §
cém, thuéc ngam. > ~
- Thu8c dung ngoai dang 16ng (bao gébm cd hormone 3 S
corticosteroid), thudc udng dang ldng (bao gdbm ca hormone - e
corticosteroid).
- Thudc bén ran (bao gdm cd hormone corticosteroid).
- Thu6c duwoc liéu: vién nén
89 |PT. Dankos Farma |JI. Rawa Gatel Blok llI S * Thuéc khong chira khang sinh nhém betalactam, thudc tranh | PIC/S GMP |4910/CPOB/ ~ National Agency for Drug 2
Kav. 36 - 38, Kawasan thai, hormon sinh duc va chat kim té& bao: vién nén, vién nén A/NIl/17 8 and Food Control
Industri Pulogadung, bao phim S (NADFC), Indonesia
Jakarta Timur, Indonesia E
* Thudc khong chira khang sinh nhém betalactam, thudc tranh 4911/CPOB/|
thai, hormon sinh duc va chat kim t& b3o: vién nang clrng A/ll/17 8
S
3
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* Thuéc khong chira khang sinh nhédm betalactam, thudc tranh 4912/CPOB/ N
thai, hormon sinh duc va chat kim té bao: vién nang mém A/l/17 I
g
S~
3
* Thuéc khong chira khang sinh nhédm betalactam, thudc tranh 4913/CPOB/ |
thai, hormon sinh duc va chat kim t& bao: thudc uéng dang A/ll/17 8
ldng 8
=3
i
* Thuéc sdn xuat vo trung: 4914/CPOB/ N
- Thudc bdt pha tiém chira khang sinh nhdm cephalosporin. A/ll/17 8
3
<
—
*Thudc tiét trung cudi va sdn xuat vo trung: 4916/CPOB/ | ~
- Thuéc khdng chira khdng sinh nhdm betalactam, thuéc trdnh A/ll/17 § §
thai, hormon sinh duc va chat kim té& bao: dung dich, nhii dich 5 g
va hén dich tiém thé tich nhé (khéng qua 100ml); S| s
(o] (o]
* Thu8c chira khang sinh nhdm penicillin : Vién nén va vién 4927/CPOB/ N
nén bao phim A/ll/17 I
N
L
0
N
* Thuéc chira khang sinh nhém penicillin: thuéc bét uéng . 4928/CPOB/ N
A/Nl/17 I
S~
o
L
0
(o]
* Thu8c chira khang sinh nhém cephalosporin : Vién nén; vién 4929/CPOB/ ~
nén bao phim A/ll/17 I
N
2
0
o~
* Thuéc chira khang sinh nhém cephalosporin :Vién nang cirng 4930/CPOB/ ™~
A/NIl/17 I
S~
()]
o
S~
o
(o]
Danh sach co s& Dat Trang 21 /23 Pot 49



. 2 o ~ s | NGAY NHOM
TEN CO SO’ SAN o - o NGUYEN | GIAY CH. | NGAY ~ ~ =
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* Thuéc chira khang sinh nhém cephalosporin : thuéc bot uéng 4931/CPOB/ |
A/II/17 Q
N
o
@
(o]
90 ([Cho-A Pharm.Co., (318 Gwangjeong-ro, * Thu8c khéng vo trling: vién nén, vién nhai, vién nang cirng, | PIC/S GMP |2017-C1- ~ o [|Ministry of Food and 2
LTD Haman-myeon, Haman-  [thuSc c&m, dung dich thuéc udng, siro. 0101 § § Drug Safety (MFDS),
gun Gyeongsangnam-do, - S |Korea
. o o
Republic of Korea = S
— —
91 |GAMBRO DASCO |VIA STELVIO, 94-23035 * ThuBc vé trung: EU-GMP |IT-24- © ~ |ltalian Medicines Agency | 1
S.P.A SONDALO (S0), Italy + Thudc tiét trung cudi: dung dich thé tich l&n. 2/H/2016 § § (AIFA)
S~ S~
g | &
= &
o o~
92 |SanofiS.P.A Localitd Valcanello-03012 |* Thudc vé trung: Thudc bt pha tiém Targosid (Teicoplanina EU-GMP |CPP/2017/3 ™~ Italian Medicines Agency| 1
Anagni (Frosinone), Italy  |400mg/3ml) 97 8 (AIFA)
3
(o]
o~
93 |Xian-Janssen 34 North Wanshou Road, |* Thuéc khong vé trung: vién nang cirng; thuéc dung ngoai EU-GMP |BE/GMP/20 ~ o |Federal Agency for 2
v v 2 ~ v TN 7 ~ b b . .
Pharmaceutical Xian, Shaanxi Province, dang I6ng; thu6c ubng dang 1dng; thudc dat; vién nén; thudc 16/073 Q Q |Medicines and Health
Ltd. 710043, China bot; thudc ban ran. g § Products of Belgium
5 | =
(o] (9]
94 |[Doppel Via Martiri Delle Foibe, 1- |* Thu8c khéng v6 triing: Vién nang mém; thudc khung tham; EUGMP [IT/18- Italian Medicines Agency| 1
Farmaceutici S.R.L [29016 Cortemaggiore thudc dung ngoai dang 1dng; thudc udng dang 16ng; thuéc bot, 2/H/2017 (AIFA)
(PC), Italia thudc cdm; thudc dang ban ran (héc mén hodc cac chat c6
hoat tinh héc mén, trir héc mén sinh duc); thudc dit chira héc
mon corticosteroid, vién nén (héc mén hodc cac chat co hoat ~ Q
tinh hoc mén). S | &
¢ > ¢ ¢ S~
* Thudc sinh hoc: Sinh pham chiét xuat tlr déng vat: vién nang ] §
mém chira ethyl ester cla acid béo chua b3o hoa tir dau ci; a =
thudc dang ban ran chira heparin va heparinoids.
* San pham: Thudc vién trirng d3t 4m dao Meclon
(Clotrimazole 100mg, Metronidazole 500mg).
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95 |[Special Product's |Via Fratta Rotonda Vado |* Thuéc khéng vé trung: vién nang cirng; thuéc uéng dang EU-GMP [IT/25- Italian Medicines Agency| 1
Line S.P.A Largo, 1-03012- Anagni Idng; thudc bdt, thudc c6m; dang bao ché ban ran (chira 3/H/2017 ~ o  |(AIFA)
(Frosinone), Italia hormon corticosteroid); thuéc dat (chira hormon § §
Cach ghi dia chi cii: corticosteroid); vién nén, vién nén bao phim (bao gém ca P~ P~
Strada Paduni, 240-03012 |chira hormon corticosteroid). S %
Anagni (FR), Italy * thudc sinh hoc: thudc udng dang 1dng chira Probiotic o -
96 |One pharma 60th km N.N.R Athinon - [S&n pham: Vién nang citng Paincerin (Diacerein 50mg) EU GMP 97852 National Organization 1
industrial Lamias, Sximatari Voiotias,|Tén tai Hy Lap: Arthrorein ~ for Medicines (EOF),
pharmaceutical 320009, Greece 8 Greece
company societe §
anonyme Q
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