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

bot 58
( Theo cong van s6 13697/QLD-CL ngay 17/07 /2018 cta Cuc Quan Iy Dwgc)
TEN CO' SO SAN . ) A NGUYEN | GIAY CH. | NGAY | NGAY ; NHOM
STT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP HET CO’ QUAN CAP THUOC
HAN 1 2
1 |Beaufour Ipsen rue Ethé Virton, Dreux, * Thu8c khoéng vo trung: Vién nang cling; thudc udng dang EU GMP |2018/HPF/F 0 o |French National Agency 1
Industrie 28100, France |dng; thudc bdt pha hdn dich udng; vién nén. R/121 § § for Medicine and Health
* Thudc duoc liéu g E Products Safety (ANSM)
S~ S~
< N
2 |Laboratorios Bago [Calle Ciudad de Necochea |* Bot pha hén dich udng Trifamox IBL 500, Powder for Oral PIC/S GMP (20132019 National Administration 2
S.A entre las calles Ciudad de |Suspension (Amoxicillin (dwdi dang amoxicillin trihydrate) 000342 18 of Drugs, Foods and
Mar del Plata y Av. 250mg/5ml, sulbactam (dudi dang piv sulbactam) 250mg/5ml) X 9 |Medical Devices
Matienzo. Parque 8 8 (ANMAT), Argentina
Industrial de La Rioja, 5 g
Provincia de La Rioja, 3 a
Argentina
3 |Klonal S.R.L Lamadrid 802, Quilmes, * S3n pham: Bot pha tiém Suklocef (1 lo gdm: Cefoperazon PIC/S GMP |20132020 0 o National Administration 2
Province of Buenos Aires, |(dwdi dang Cefoperazon natri) 1g; Sulbactam (dudi dang 000303 18 § § of Drugs, Foods and
Argentine Republic Sulbactam natri) 0,5g) B »  |Medical Devices
§ § (ANMAT), Argentina
4 |ANSTO t/a ANSTO |Buildings 23 and 54, New |* Thud8c v6 trung: thudc tiém. PIC/S GMP [MI-2015-LI- . o« |Therapeutic Goods 1
Health Illawarra Road, LUCAS * ThuBc khdng vo triing: vién nang cirng; thudc udng dang 00728-1 § § Administration (TGA),
HEIGHTS NSW 2234, 16ng. < s |Australia
Australia ) )
o —
5 |Biocad Petrovo-Dalneye, * San pham: PIC/S GMP |DI-2018-241- National Administration 2
Krasnogorsky district, - INTERDUM/RITUXIMAB concentrate for solution for infusion, APN- of Drugs, Foods and
Region of Moscow, injectable solution; ANMATH#MS Medical Devices
143422, Russia Tén san pham: Acellbia®, concentrate for solution for infusion, 0 o (ANMAT), Argentina
10mg/ml (Rituximab 10mg/ml) 3 3
- CIZUB/BEVACIZUMAB concentrate for solution for infusion, % S
injectable solution; % %
Tén san pham: Avegra®BIOCAD, concentrate for solution for - -
infusion, 25mg/ml (Bevacizumab 25mg/ml)
-TRASTUMAB/TRASTUZUMAB concentrate for solution for
infusion, injectable solution.
Danh sach co s& Dat Trang 1/12 Dot 58



TEN CO’ SO’ SAN . . A NGUYEN | GIAY CH. | NGAY | NGAY - NHOM
STT XUAT PIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP HET CO' QUAN CAP THUOC
HAN 1 2
6 |[LG Chem, Ltd. 129, Seokam-ro, lksan-si, |Thuéc sinh hoc: dung dich thudc tiém; thuéc déng khé pha PIC/S-GMP|2018-F1- o o |Gwangju Regional Office 2
Jeollabuk-do, Republic of [tiém. 0036 § § of Food and Drug Safety,
Korea P~y = |Korea
L L
3 3
7 |Hetero Labs Unit-VI, TSIIC, Formulation |* Thu8c vé trung chira chat doc té bao/kim té bao: EU GMP (17/03742-22 Norwegian Medicines 2
Limited SEZ, Sy No. 410 & 411, + Thudc san xuat vo trung: Thubc déng kho; dung dich thé Agency (NOMA)
Polepally Village, tich nho. x I
Jadcherla Mandal, + Thudc tiét trung cudi: Dung dich thé tich nho. 8 8
Mahaboobnagar-District, |* ThuSc khéng v trung chira chit doc té bao/kim té bao: Vién § g
Telangana, Pin-509301, nén. 8 N
India
8 |Zambon Via Industria 13, 6814 * Thu8c v trung (trir khang sinh nhém Penicillin): PIC/S GMP [17-1469 ~ o |Swiss Agency for 1
Switzerland Ltd Cadempino, Switzerland + Thudc san xuat vo trung : Thudc bét pha tiém; § § Therapeutic Products
* Thuéc khoéng v trung: Vién nén; thubc bot, thudc cdm. E E (Swissmedic)
9 |Boehringer Rod. Regis Bittencourt (BR |* Thu6c khdng vé trung: Thu6c udng dang 1dng; thudc xit miii. | EU-GMP |DE_RP_01_ Co quan thdm quyén 2
Ingelheim do 116), km 286, 06888-700 |* San pham cu thé: GMP_2017_ Pirc
Brasil Quimica e |ltapecerica da Serra - Sao + Dung dich dé tao khi dung Berodual (Berodual solution); 1018
Farmaceutica Paulo, SP, Brazil + Dexa Rhinospray. ~ o
Ltda. (* Cdch ghi khdc: § §
Rodovia Régis S ~
Bittencourt, km 286, S g
Itapecerica da Serra, SAO ~ o
PAULO, CEP 06888-700,
Brazil )
10 [Merck Sharp & 770 Sumneytown Pike, PO [* San pham: Vac xin M-M-R®ll (Measles, Mumps and Rubella US cGMP [N5QK-6C6K NN United States Food and 1
Dohme Corp. Box 4, West Point, PA Virus Vaccine Live, MSD); Tén lwu hanh tai Viét Nam: Vac xin M- WHO Q] Drug Administration
(Co s6 sén xuét lo [19486, USA M-R®II (Virus s&i > 1000 CCID50; Virus quai bi > 12500 CCID50; MNP5-584B Sl gl (U.S. FDA)
véc xin ) virus rubella > 1000 CCID50). WHO QX
Jubilant 3525 North Regal Street * San pham: Vac xin VARIVAX® (Varicella Virus Vaccine Live - EU-GMP |UK GMP ~ Medicines and
HollisterStier LLC |Spokane, 992074, United Oka/Merck) 4737 Insp b o |Healthcare Products
(Cosd san xudt  |States GMP % § Regulatory Agency
dung méi) 4737/15674-| S & |(MHRA), United
0010 - & [Kingdom
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Merck Sharp & Waarderweg, 39, EU GMP [NL/H Health Care Inspectorate
Dohme B.V Haarlem, 2031 BN, 15/1006689 ut] - Pharmaceutical Affairs
(Cosé déng géi  [Netherland 8 and Medical Technology,
va xudt xudng ) g Netherlands
~
11 [Patheon Inc Whitby Operations, 111  |* S&n pham: HAn dich uéng Noxafil (Posaconazole, 40mg/ml). EU-GMP |04/17/1066 European Medicines 1
(Cosd san xudt, |Consumers Drive, Whitby, 87 Agency
kiém nghiém Ontario L1IN 575, Canada N
déng gdicép 1) 8
Cenexi HSC 2, rue Louis Pasteur, g
(Co'sé dong goi |14200 Herouville St Clair, S
cép 2 va xudt France
xwong )
12 |PharmakEstica Vanapere 3, Pringi, Viimsi, |* Thudc khéng v6 trung: Vién nén; vién nén sli bot. EU GMP [IN-2- ~ o [|State Agency of 1
Manufacturing 74011 Harju county, 14/17/4-7 § § Medicines (SAM),
(PharmakEstica Estonia (H,IMP-Mf) o N |Estonia
Manufacturing % §
OU) ~ ~
13 |Drogsan ilaglari Esenboga Merkez Mah. * Thu8c khdéng vo triing: Vién nang clrng; vién nén (vién nén PIC/S GMP [TR/GMP/20 Turkish Medicines and 2
San. ve Tic. A.S. Gubuk Cad. No:31, Cubuk -|bao phim, vién nén bao duong, vién nén bao tan trong rudt); 18/91 X < |Medical Devices Agency
ANKARA/TURKEY thudc dung ngoai dang 1dng (lotion, thudc xit miéng, nudc stic 8 8 (TMMDA)
miéng, thudc xjt mi, thudc nhd miii); thudc ubng dang 16ng § g
(sird, hdn dich, dung dich); thudc bét, thudc cdm, thubec c6m 3 g
sti bot, thudc goi.
14 |[Sanofi Winthrop [30-36 avenue Gustave * San pham: Vién nén giai phéng kéo dai XATRAL LP 10mg EU-GMP 006555 © National Agency for the 1
Industrie Eiffel, 37100 Tours, France |(Alfuzosin HCI 10mg), tén tai Viét Nam: XATRAL XL 10mg. § Safety of Medicine and
= Health Products (ANSM),
§ France
15 [Sanofi Winthrop [30-36 avenue Gustave * San pham: Vién nén TILDIEM 60mg (Diltiazem HCl 60mg), tén | EU-GMP |016400 o National Agency for the 1
Industrie Eiffel, 37100 Tours, France [tai Viét Nam: TILDIEM. § Safety of Medicine and
~ Health Products (ANSM),
% France
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16 [Rottendorf Ostenfelder StraRe 51-61, |* Thuéc khéng vé trung: EU GMP [DE_NW_05_ ™ Co quan tham quyén 1
Pharma GmbH 59320 Ennigerloh, - Vién nang clng; Vién nang mém; GMP_2017_ I Durc (Bezirksregierung
Germany - Vién nén, vién nén sui bot, vién nén bao, vién nén chira 0003 g o Munster)
(Cor sé& sdn xudt) hoat chat cé doc tinh cdo nhw Tamoxifen, Flutamid, Clomifen § §
- va cac hoat chat tuong tu. >
Am 'Flelgendahl 3, - Thudc ran phan lidu khdc: Thudc bdt, thudc cdm, hat EUGMP |DE_NW_06_ 5 g
Ennigerloh, 59320, pellets. GMP_2017_ 8 N
Germ:amy’ .. - San pham sinh hoc chira Pancreatin, ho3c céc di irng 0002 §
(Co'se dong gai) A s A =)
nguyén dung trong tri liéu. —
17 |Fleet Laboratories |94 Rickmansworth Road, |* San phadm: Gel dung dudng am dao Crinone (Progesterone EU-GMP |UK MIA United Kingdom 1
Limited Watford, Hertfordshire, 8%) 4394 Insp Medicines and
(Co sésan xuét  |WD18 71J, United GMP/GDP © Healthcare Products
gel) Kingdom. 133/3787- 8 Regulatory Agency
(* Cdch ghi khdc: 0020 g
94 Rickmansworth Road, 8
Watford, WD18 71,
United Kingdom) o
Maropack AG Gebaude Pharma 2000, EU-GMP |18-0435 © = |Swiss Agency for
(Co'sésan xudt  |Industriestrasse Briseck 4, 8 g Therapeutic Products
6ng tra thuéc) 6144 Zell, Switzerland b % (Swissmedic)
y —
o
Central Pharma Caxton Road, Bedford, EU-GMP |UK MIA United Kingdom
(Contract Packing) [MK41 0XZ, United 27794 Insp © Medicines and
Limited Kingdom GMP § Healthcare Products
(Co sé dong goi 27794/1317- g Regulatory Agency
the cdp, xudt 0026 <
xuéng) -
18 ([Béres Nagysandor Jézsef u. 39., |* ThuSc khdng vo trung: Vién nang cirng; thubc dung ngoai EU-GMP |OGYEI/4760 National Institute of 1
Pharmaceuticals [Szolnok, 5005, Hungary  |dang 1dng; thudc uéng dang |6ng; thubc bot, thudc cdm; vién 4-7/2017 ~ Q  |Pharmacy and Nutrition
Private Limited nén. 8 8 (OGYEI), Hungary
Company (Béres * Thuéc duoc liéu. g g
Pharmaceuticals N N
Ltd.)
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19 |FRESENIUS KABI  |LOC.MASSERIE ARMIERI - |* Thudc khéng vd trung: Thudc bédt dong kho. EU-GMP [IT/8- o o [|ltalian Medicines Agency| 1
IPSUM S.R.L. 86077 POZZILLI (IS), Italy 1/H/2018 § § (AIFA)
~ S~
S S
S~ S~
S N
— —
20 [Fresenius Kabi Freseniusstrasse 1, 61169 |* ThuSc vé tring: EUGMP |DE_HE_01_ Co quan tham quyén 1
Deutschland Friedberg, Germany + Thudc tiét trung cudi: Dung dich thé tich I&n; dung dich thé GMP_2018_| w [|PUc
GmbH (* Cdch viét khdc: tich nhé. 0079 by S  |(Regierungsprasidium
N N
Freseniusstra Se 1, 61169 vy N |Darmstadt)
Friedberg, Germany ) % S
(] on
21 |West-Ward 1809 Wilson road, * San pham: Vién nén bao phim Tradjenta (Linagliptin 5mg); U.S. cGMP |WW84- 0 o |United States Food and 1
— ()]
Columbus Inc. Columbus, OH 43228, Tén tai Viét Nam: Trajenta. 5AMC Q Q |Drug Administration
United States of America w B |(U.S. FDA)
L 4
N %)
i i
22 |BSP Via Appia Km 65,561 (loc. |[San pham (Tén lwu hanh tai Viét Nam): Thudc bét pha tiém EU-GMP [IT/69- ~ Italian Medicines Agency| 1
Pharmaceuticals |Latina Scalo)-04013 Latina [tinh mach Velcade (Bortezomib 1mg). 31/H/2017 § (AIFA)
S.p.a(Cosdsan |(LT), ltaly )
xuat va déng géi < i
g g0l ~ -
so cap) e 8
Janssen Turnhoutseweg 30, EU GMP |BE/GMP/20 o g Federal Agency for
Pharmaceutica NV |Beerse, 2340, (hoac B- 17/124 § % |Medicines and Health
(Cosd dénggdi 2340 Beerse) Belgium Py Products (FAMHP),
thr cp va xuat g Belgium
xuwédng) h
23 |DELPHARM DIJON |6 boulevard de I'Europe, |* Thu6Sc vé trung: EU GMP |2018/HPF/F French National Agency 1
QUETIGNY, 21800, France | + Thudc san xuat vd trung: Dung dich thé tich nhd; Thudc R/019 for Medicine and Health
dang ran va cay ghép. x % |Products Safety (ANSM)
+ Thuéc tiét trung cudi: Dung dich thé tich nho. 8 8
* Thuéc khéng vé trung: Vién nang cirng; Thudc bot; Thude § 3
c6m; Thudc ban ran; Vién nén. < )
* Thudc sinh hoc: Cac san pham chiét xuat c6 ngudn géc tir
dong vat hodc tlr nguoi.
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24 |Cadila Plot No. 1389, Trasad Thudc khéng vé trung (khdng bao gdm Rifampicin, beta EU GMP [UK GMP ~ — |Medicines and 2
Pharmaceuticals [Road, Dholka, lactam, insulin): vién nang cirng, vién nén, vién nén bao phim 20872 Insp § § Healthcare Products
Limited Ahmedabad, IN 382225, GMP @ § Regulatory Agency
India 20872/1401 > <~ |(MHRA), United
3-0007 - ™ [Kingdom
25 |ExtractumPharma |IV. KOrzet 6., Kunfehértd, |* Thudc khdng vd trung: vién nang cirng; thudc bot va thudc EU-GMP |OGYEI/7216 o0 — |National Institute of 1
” — ()]
Zrt./ExtractumPha [6413, Hungary cOm; vién nén; vién nén bao phim. 1-10/2017 S Q Pharmacy and Nutrition,
rma Co. Ltd *Thudc duwoc liéu g § Hungary
& B
o —
26 |Fresenius Kabi AB |Rapsgatan 7, Uppsala, * Thuéc v trung cd tiét trung cudi: EU-GMP |5.9.1-2018- 0 o |Medical Products 1
75174, Sweden + Dung dich, nhii twong thé tich 16m. 038635 § § Agency, Sweden
+ Dung dich thé tich nhé. ey =
o —
S| =
— —
27 |Cenexi- Osny 17 rue de Pontoise,OSNY, |* Thu6c khdng vé trung chira hormon: vién nang cirng; vién EU-GMP [2018/HPF/F 0 o National Agency for the 1
95520, France nén, vién bao duong, vién bao phim R/093 § § Safety of Medicine and
* Thuéc sinh hoc: thudc mién dich; ché pham tach chiét tir ¥ S |Health Products (ANSM),
o —
nguoi, dong vat. ~ X |France
— (o]
28 |Genzyme Ireland |[IDA Industrial Park, Old *Thudc san xuat vd trung: dung dich thé tich nhé; thuéc déng | EU GMP |16649/M10 Health Products 1
Limited Kilmeaden Road, kho; 13 ~ Q |Regulatory Authority
Waterford, Ireland * Thudc khdng vo triing: vién nang clrng, vién nén, thudc bt 8 8 (HPRA), Ireland
pha hén dich udng, vién nén bao phim; 5 §
* Thu6c cdng nghé sinh hoc: thudc vé trung chira hoat chat 2 S
sinh hoc.
29 |Laboratoires ZA des Boutries rue * Thuéc khéng vé trung: vién nang cirng; thudc bét; vién nén. EU GMP |HPF/FR/221/ N o French National Agency 1
Grimberg SA Vermont, Conflans Sainte 2017 Q Q  |for Medicine and Health
Honorine Cedex, 78704 g § Products Safety (ANSM)
France = o
o™ o
30 |SUN Industrial Area -3, A.B. * Thuéc v trung: thudc bdt pha tiém chira carbapenem PICS- GMP (MI-2015-CE- 0 o |Therapeutic Goods 2
Pharmaceutical Road, Dewas, Madhya * Thubc khong vé trung: Bot pha hon dich, vién nang citng, 05555-1 § § Administration (TGA),
Industries Ltd. Pradesh - 455 001, India  [vién nén 5 S |Australia
i
s | =
(o] o~
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31 |Boehringer Binger Str. 173, 55216 * Thuéc san xuat vo trung: thuéc phun mu (thudc khi dung) EU-GMP |DE_RP_01_ Co quan tham quyén 1
Ingelheim Pharma [Ingelheim am Rhein, * Thuéc khéng vé trung: vién nang cirng; thudéc hit; thuéc phun GMP_2018_ Plc
GmbH & Co. KG  |Germany mu (thudc khi dung); vién nén, vién nén bao phim (bao gbm ca 0007 o o
(* Cach ghi khac: thuéc chira chat doc té bao/chat kim t& bao), thudc bot, thuée § §
Binger Strasse/Strape 173, |cdm. ~ =
55216 Ingellheim am S g
Rhein Germany) ~ ~
32 [Baxalta Belgium [Boulevard René Branquart |* ThuSc vé trung: EU-GMP |BE/GMP/20 Federal Agency for 1
Manufacturing SA (80, Lessines, 7860 hodc (B-| + Thuéc san xuat vd trung: Dung dich thé tich |én; dung dich 17/118 Medicines and Health
7860), Belgium thé tich nhé; thudc déng khd. x Q |Products, Belgium
+ Thuéc tiét trung cudi: Dung dich thé tich 1&n; dung dich 8 8
thé tich nho. 3 3
* Thuéc sinh hoc: I “
+San phdm mau;
+5an pham mién dich.
33 |Daiichi Sankyo 1-12-1, Shinomiya, San pham: Vién nén Japrolox (Loxoprofen sodium hydrate, Japan- |3467 ~ — |Ministry of Health, 1
Propharma Co., Hiratsuka, Kanagawa, 60mg Loxoprofen sodium) GMP § § Labour and Welfare
Ltd., Hiratsuka Japan § g government of Japan
Plant ey )
o o~
34 |F. Hoffmann-La Wurmisweg, 4303 San pham: Dung dich tiém dwdi da Mabthera (Rituximab EU-GMP |02/18/1184 0 o |European Medicines 1
Roche Ltd Kaiseraugst, Switzerland [1400mg/11,7ml). 11 § § Agency
g | &g
a S
35 |Curida AS Solbaervegen 5, ELVERUM, |S&n pham: Dung dich tiém Chirocaine (5mg Levobupivacaine EU GMP |PP10155214 Norwegian Medicines 2
(Co s san xuit) [NO-2409, Norway (dudi dang Levobupivacaine Hydrochloride)/1ml) Agency (NOMA)
3
AbbVie S.R.L S.R. 148 Pontina Km 52, 8 Italian Medicines Agency
(Co s& déng gbi) [Snc-Campoverde Di Aprilia 5 (AIFA)
(loc. APRILIA) - 04011 3
APRILIA (LT), Italy
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36 |Korea United No. 2A, Tu Do Boulevard, |* ThuSc khdng vé trung: vién nén, vién bao phim, vién bao PIC/S GMP |2017-G1- Daejeon Regional Office 2
Pharm Int'l JSC. Vietnam-Singapore duong 0809 ~ % |of Food & Drug Safety
. o o
Industrial Park, Thuan An Q Q
Town, Binh Duong § g
Province, Vietnam py 3
37 |Laboratorio Via Dante Alighieri, 71- * San pham Gluthion 600mg/4ml EU GMP |CPP/2016/2 Italian Medicines Agency| 1
Farmaceutico C.T |18038 Sanremo (IM), Italy 566 (AIFA)
S.R.L (déng goi va
Xuat xuwdng) ©
S
Laboratorio Via Licinio 11, 22036 Erba =
Italiano (Co) Italia S
Biochimico -
Farmaceutico
Lisapharma S.P.A
38 |Laboratorio Via Dante Alighieri, 71- * Thuéc vé trung: EU GMP [aM - Italian Medicines Agency| 1
Farmaceutico C.T (18038 Sanremo (IM), Italy |- Thu6c san xuat vé trung: thudc dong kho chira khéng sinh 43/2018 (AIFA)
S.R.L nhém beta lactam (cephalosporin va penicillin); dung dich thé x
tich nho; thuéc bét chira khéng sinh nhdm beta lactam 8
(cephalosporin) g
- Thudc tiét trung cudi: dung dich thé tich nho N
* Thuéc khéng vé trung: vién nang cirng; thuéc uéng dang
I6ng; vién nén; thuc c6m
39 |Laboratoire Espace Industriel Nord, * Thuéc vo trung: EU-GMP |HPF/FR/284/ French National Agency 1
Unither 151 rue André Durouchez + Thudc san xuat vo trung: Dang bao ché& ban ran; dung dich 2017 for Medicine and Health
CS 28028, AMIENS, 80084 |thé tich nhé. ~ S |Products Safety (ANSM)
CEDEX 2, France * Thuéc khéng vé trung: Thudc dung ngoai dang 1ong. 8 8
* San pham Combivent (Ipratropium bromide anhydrous E 5
0,5mg (duwédi dang Ipratropium bromide monohydrate), IS 5
Salbutamol 2,5mg (dudi dang salbutamol sulfate)).
40 |Berlin-Chemie AG |Berlin-Chemie AG * Thuéc vo trung: EU-GMP |DE_BE_01 G| n o |Co quantham quyén 1
Glienicker Weg 125, 12489 + Thudc tiét trung cudi: Dung dich thé tich Ion; MP_2015.0 | 3 S |ouc
Berlin, Germany * Thuéc khong vé trung: Thudc dung ngoai dang 16ng ; thuéc 034 g E
udng dang 1dng; thudc c6m; thudc dan. E §
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41 |Berlin Chemie AG |Co s& san xuét: Berlin- * Thuéc khéng vé trung: Vién nén, vién nén bao phim, vién EU-GMP |DE_BE 01 G| Co quan tham quyén 1
Chemie AG, Tempelhofer |nén bao duong. MP_2017_1 3 blrc
Weg 83, 12347 Berlin, * San pham: Vién nén Nebilet (Nebivolol HCI 5mg); vién nén 065 %
Germany bao phim Spasmomen (Otilonium bromide 40mg); vién nén g o
Benalapril 5 (Enalapril maleate 5mg), vién nén Benalapril 10 o~ §
Co s& déng gi, xuat (Enalapril maleate 10mg),vién nén bao phim Siofor 500 EU-GMP |DE_BE_01_G E Co quan thAm quyén
xuéng: Berlin-Chemie AG, (Metformin Hydrochloride 500mg), vién nén bao phim Siofor MP_2017_1 N S |puc
Glienicker Weg 125, 12489 850 (Metformin Hydrochloride 850mg). 045 8 ”
Berlin, Germany g
3
42 [Ferring - Leciva K Rybniku 475, 252 42 * Thuéc khéng vé trung: Thudc dung ngoai dang 1ong. EU-GMP |sukls243350 © o |State Institute for Drug 1
a.s. Jesenice u Prahy, Czech  |* H8n dich thut tryc trang Pentasa 1g (m&i 100ml hén dich /2016 § § Control (SUKL), Czech
chira mesalazine 1g) = S |Republic
< <
Q ~
43 |Drogsan llaclari Esenboga Merkez Mah. * Thuéc khoéng vé trung: Vién nang cirng; Vién nén (vién nén PIC/S GMP [TR/GMP/20 Turkish Medicines and 2
San. VE. TicA.S Cubuk Cad. No: 31, Cubuk {bao phim, vién nén bao duong, vién nén bao tan trong rudt); 18/87 X < |Medical Devices Agency
Ankara, Turkey Thu6c dang 1dng dung ngoai (lotion, thudc xit miéng, thudc xtc 8 8 (TMMDA)
miéng, thudc xit mii, thuéc nhé miii, thuéc x6ng hit dang § g
1dng); thudc udng dang 1dng (siro, hdn dich, dung dich udng); N 3
44 |Laboratorio Reig |Gran Captitan, 10 08970 |[* Thu&c dung dich truyén Nimodipino G.E.S. 0,2mg/ml CPP 2018/01098 © Agency for Medicines 1
Jofre, S.A Sant Joan Despi EU GMP 8 and Health Products
(Barcelona), Spain S (AEMPS), Spain
&
(o]
45 |Genfarma Avd. Constitucion 198- * Thudc bét pha dung dich truyén Aciclovir G.E.S 250mg CPPEU [2018/01097 0 Agency for Medicines 1
Laboratorio, S.L  |199, Pol. Industrial Monte GMP § and Health Products
Boyal 28230 Casarubios F (AEMPS), Spain
del Monte (Toledo), Spain %
(o]
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46 |CHINOIN Lévai utca 5, Veresegyhaz,|* Thudc khéng vd trung: vién nang cirng; thudc bét, thuée EU-GMP |OGYEI/1775 National Institute for 1
Pharmaceutical 2112, Hungary cém; vién nén. 7-2/2018 Quality and Organization
and Chemical g § Development in
Works Private Co. Q Q  |Healthcare and
Ltd. (CHINOIN 3 S |Medicines, Hungary
Private Co. Ltd.), pat 3
Site 2
47 |Catalent CTS, LLC |10245 Hickman Mills Dr, [* Thuéc vién nang cirng Imbruvica (ibrutinib 140mg) U.S. cGMP [42AQ-RXXH United States Food and 1
(Co s sdn xuat) [Kansas City, MO 64137, X |Drug Administration
USA & | & |us.roa)
AndersonBrecon 4545 Assembly Drive, § §
Inc., (co s& déng  |Rockford, IL, 61109, USA 5 g
goi)
48 |Oncotec Pharma |Am Pharmapark, 06861 |* S&n pham: b&t pha dung dich ddm dac dé pha dung dich EUGMP |DE_ST_01 G| Co quan tham quyén 1
Produktion GmbH [Dessau -RoBlau, Germany |truyén tinh mach Ribomustin (Bendamustin 22.7mg, 90.8mg). MP_2017_0 § burc
(Co s& sdn xuat va 007 S
déng gbi so cap) § a
| &
S~
Janssen Turnhoutseweg 30, EU GMP [BE/GMP/20 o g Federal Agency for
Pharmaceutica NV |Beerse, 2340, Belgium 17/124 § 2 [Medicines and Health
(Co s& ddéng goi § Products (FAMHP),
thr cp va xuat § Belgium
xuwédng)
49 |Bio Products Dagger Lane, Elstree, * San pham B&t pha dung dich tiém Dried Factor VIII Fraction, EU GMP |PP10152796 ~ Medicines and 1
Laboratory Herfordshire, WD6 3BX, |[Type 8Y, 25 IU/ml Powder for Solution for Injection, Powder § Healthcare Products
Limited United Kingdom for Injection = Regulatory Agency
i
= (MHRA), United
h Kingdom
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50 |BiolLab Co., Ltd 625 Soi 7A Bangpoo * Thuéc vé trung: PIC/S GMP [1-2-07-17- Food and Drug 2
Industrial Estate, + Thuéc san xuat vd trung: thudc ddng kho; dung dich thé tich 18-00029 Administration (Thai
Sukhumvit road, Moo 4, [nhd; thudc dang ran (bao gdm ca thudc chira khang sinh nhém FDA), Thailand
Prakasa, Muang, Cephalosporin, Carbapenem). o -
Samutprakarn 10280, + Thudc tiét trung cudi: dung dich thé tich nho. § §
Thailand * Thuéc khéng vé trung: vién nang (cirng bao gbm ca thuéc oy ~
chira khdng sinh nhdm Cephalosporin); thuéc dung ngoai dang § g
|dng; thudc udng dang 18ng; thudc ban ran; vién nén (bao gom e e
ca thudc chira hormon sinh duc); thudc bét (chira khang sinh
nhém Cephalosporin).
51 |[Corealis Pharma [200 Boul Armand-Frappier|* Sdn phadm: Canada- |69115 o o |Resulatory Operations 1
Inc./ Pharma Laval, Quebec, Canada, + Vién nén PMS-Erlotinib (Erlotinib (Erlotinib Hydrochloride) GMP § § and Regions Branch
Corealis Inc. H7V 4A6 100 mg) g g Health Products
Py = |Compliance Directorate,
~ ™ |canada
* San pham: 69116 o -
+ Vién nén PMS-Erlotinib (Erlotinib (Erlotinib Hydrochloride) § §
150 mg) 5 =3
< <
o on
(o] (9]
52 [Holopack Holopack * ThuBc vd trung chira hormon hodc chat cé hoat tinh hormon,| EU-GMP [DE_BW_01_ Co quan thdm quyén 1
Verpackungstechn |Verpackungstechnik, prostaglandin/cytokine, chat trc ché& mién dich, sulphonamide: GMP_2016_ Dburc (Baden-
ik GmbH Bahnhofstrabe, geméib - Thuéc san xuat vé triing: Dung dich thé tich 1dn; dang bao 0141 Wiirttemberg)
den vorliegenden ché& ban ran; dung dich thé tich nhé.
Grundrissplanen vom * Thudc khong vb triing chira hormon hodc chat cé hoat tinh
17.07.2013, 74429, hormon, prostaglandin/cytokine, chat (rc ch& mién dich, 9 Q
Sulzbach-Laufen, Germany|sulphonamide: 8 a
- Thu8c dung ngoai dang 16ng; thudc udng dang ldng; dang 3 5
bao ché& ban ran. S I
* Thu8c sinh hoc: Albumin; thuSc cdng nghé sinh hoc (bao
gdm ca protein/DNA téi t6 hop, enzyme).
* Thu6c duoc liéu.
* Thudc vi lugng déng can.
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53 |Fresenius Kabi HafnerstraBe 36, 8055 * Thuéc vé trung: EU-GMP |INS-480166- Austrian Federal Office 1
Austria GmbH Graz, Austria + Thudc san xuat vé trung: Dung dich thé tich |&n; dung dich 0080-001 for Safety in Health Care
thé tich nhd; dang bao ché ban ran; dung dich tiém tinh mach (4/5) (BASG)
(chira hormon, chat kim té bao, khang sinh). ~ °
+ Thudc tiét trung cudi: Dung dich va nhii twong thé tich 16n; § §
dung dich va nhii twong thé tich nhd; dang bao ché bén ran; F >
nhii twong tiém tinh mach (ch&ra hormon, chat kim té bao, S §
khang sinh). o ”
* Thudc sinh hoc: San phdm mau; Thudc mién dich; thudc cé
ngudn géc tlr nguwdi hodc dong vat.
54 |Merck Sharp & 2778 South East Side * San pham: Thudc tiém Primaxin ® L.V. (Imipenem + Cilastatin | US cGMP |289B-2TEC United States Food and 1
Dohme Corp. Highway, Elkton, VA sodium 500mg/ 500mg, Injection). Drug Administration
(Co s& sdn xuat) (22827, USA Tén dang ky thuong mai qudc té: Tienam I.V. 500mg/ 500mg, (U.S. FDA)
Laboratories Route de Marsat, Riom, powder for solution for infusion (Tén tai Viét Nam: Bot pha
Merck Sharp & 63693 Clermont Ferrand  |truyén tinh mach Tienam) 9 X
Dohme Chibret cedex 9, France; 8 8
(Co sé déng goi) |* Cach ghi khac: Route de ) )
Marsat lieu-dit Mirabel S 3
Riom, Cedax 9, Clermont-
Ferrand 63693, France;
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