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

bot 32

( Theo cong van s6 19121/QLD-CL ngay 08/10/2015 ctia Cuc Quan ly Dwoc)

STT

TEN CO’' SO’ SAN
XUAT

PIA CHi

PHAM VI CHO’NG NHAN

NgUYEN
TAC GMP

GIAY CH.
NHAN

NGAY
CAP

NGAY
HET
HAN

CO’ QUAN CAP

NHOM
THUOC

Novo Nordisk A/S

Novo Alle 2880 Bagsveerd
Denmark

San pham:

- Actrapid Solution for injection (CPP: 02/15/87825 cap
6/5/2015)

- Insulatard Suspension for injection (CPP: 02/15/87826 cap
6/5/2015)

- Mixtard 30 Suspension for injection (CPP: 04/15/87827 cap
6/5/2015)

- Insulatard FlexPen Suspension
01/15/87818 cap 6/5/2015)

- Mixtard 30 FlexPen Suspension for
01/15/87820 cap 6/5/2015)

- NovoRapid FlexPen Solution for injection (CPP: 02/15/87817
cép 6/5/2015)

- NovoMix 30 FlexPen Suspension for
05/15/87819 cap 6/5/2015)

- Levemir Flexpen Solution for injection (CPP: 02/15/87821 cap
6/5/2015)

- Victoza® 6 mg/ml, Solution for injection in in pre-filled pen
(CPP: 2014053590 cap 4/6/2014)

- Norditropin® Nordilet® - 5 mg/1.5ml, solution for injection
(CPP: 2014011794 c4p 20/1/2014)

for injection (CPP:

injection (CPP:

injection (CPP:

EU-GMP

DKH
00062915

22/09/2015

01/07/2018

EMA;
Denish health
medicines Authority

and

Fresenius Kabi AB

Rapsgatan 7,
75174, Sweden

Uppsala,

* Thudc vd trung cd tiét trung cudi:
+ Dung dich thé tich 1&n.
+ Dung dich thé tich nhé.

EU-GMP

6.2.1-2014-
070230

24/08/2015

18/11/2017

Medical
Agency, Sweden

Products

Facta
Farmaceutical
S.P.A

Nucleo Industriale A.Atto
(loc. S.NICOLO! A
TORDINO)-64100 Teramo
(TE) - Italia

* Thudc vo trung san xuat v trung:

+ B6t dong kho chira khang sinh nhédm Cephalosporin;

+ Dung dich thé tich nho;

+ Thudc bét chira khang sinh nhém ceophalosporin, nhém
penem.

EU-GMP

IT/276-
1/H/2014

20/10/2014

26/06/2017

AIFA Italian Medicines
Agency
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* Thubc vo trung:
- ThuBc tiém (san xuat vd trung va tiét trung cudi), dung dich
vo trung: thudc nhd mét, nhd tai va nhé mili (san xuat vo
trung).
Swiss . No. 182, Zhongshan Rd., - Thuc“);c tiérlw danAg b(\?)t chira khang sinh nhém Cephalosporin. g g S
Pharmaceutical o i . * Thubc khong vo trung: N N |BO phuc loiy té Taiwan,
L Xinshi Dist., Tainan City . . PIC/S |0424039(AP)| & S X
Co., Ltd (Xinshi ] - Dung dich thuoc; o o |[R.O.C
744, Taiwan, (R.0.C) . . S S
plant) - Thudc m@, thuoc kem; ~ =
- Vién nén bao dudng, vién nén bao phim, vién nén bao tan
trong rudt, vién ngam, dang hat va vién nang
- Vién nang chira khang sinh nhédm Cephalosporin
5 S
Thymoorgan Schiffgraben 23, 38690 San pham: Dung dich tiém truyén IFO-cell N 1000 (lo 25 ml EU-GMP |DeLm34 8 Regierungsprasidium X
Pharmazie GmbH [Vienenburg - Germany chira 1000 mg Ifosfamide) S Darmstadt (Germany)
3
6 Thuéc khéng vé trung:
+Vién nang clrng bt ~
Orion Corporation Tengstromi'nkatu 8, Turku, |+ Thuci):c dEmg ngcgéi cAl,ang Ic’>n§ ChACI’a Pjormon;“ EU-GMP 3665/06.08. § § Finnish Medicines X
FI-20360, Finland + Thuoc bot, thudc com, thudc bét dung ngoai da; 00.04/2015 <] <] Agency, Inspectorate
+ Gel ch¥ra hormon), m&; 3 ]
+ Vién nén
7 Ln
Avenue du Général de § French National Agency
Famar Lyon Gaulle, 69230 Saint-Genis |San pham : Vién nén bao phim ROVAMYCINE 1 500 000 I.U. EU-GMP |15/07/0017 Py for Medicines and Health| X
o
Laval, France = Products Safety (ANSM)
o
8 Ln
Avenue du Général de § French National Agency
Famar Lyon Gaulle, 69230 Saint-Genis [San pham : Vién nén bao phim ROVAMYCINE 3 000 000 I.U. EU-GMP |15/07/0018 ~ for Medicines and Health| X
o
Laval, France = Products Safety (ANSM)
o
9 . . . UK GMP .
16 Veerasandra Industrial |* Thuoc khong vo trung: bt ~ |Medicines and
. N . 22481 Insp o o
Micro Labs Area Anekal Taluk + Vién nang cing cu-emp lemp Q Q  |Healthcare Products X
Limited Bangalore Karnataka IN- [+ Vién nén 22481/3669 3 E Regulatory Agency -
560 100. India + Thudc bot pha hdn dich udng 260004 S % |United Kingdom
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10 * Thudc khong vé trung: n ~
Route de Belleville Lieu-dit| o < 1ong VO ring b S  |French National Agency
Mylan i ) +Vién nang clrng HPF/FR/135/] & N .
. Maillard 01400 Chatillon . o EU-GMP ~ o |for Medicines and Health| x
Laboratories SAS + Dung dich thuoc udng 2015 (=) o
sur Chalaronne - France . - S |Products Safety (ANSM)
+ Vién nén o -
11 * Thu6c vo trung:
- Thu8c khong tiét trung cudi:
+ Thu8c déng khd: Prostaglandins/cytokines, chat doc té
bao/chat kim té& bao (trastuzumab, rituximab, erlotinib), thudc
trc ché& mién dich;
L R . . , t] 5N A f dicinal
Lek ) + Dung dich thé tich nhé: Hormons hodc cac chat ¢ hoat tinh S S gency for me |C|r.1a
. Verovskova ulica 57, e en s N 450-4/2015- N N products and medical
Pharrmaceuticals | . . . . hormon, chat doc té bao/chat kim té bao (trastuzumab, EU-GMP ey = . . X
Ljubljana, 1526, Slovenia | . . . 2 =) o |devices of the Republic
d.d rituximab, erlotinib); N > .
w3 VIR . . oy R ~N = |of Slovenia
- Thudc san xuat co tiét trung cudi: Dung dich thé tich nho
(hormons hodc céc chat cé hoat tinh hormon);
* Thudc sinh hoc:
- Thu8c mién dich
- Thu6c cdng nghé sinh hoc
12 San pham:
+ Fosmicin for L.V use 1 ) 2
Meiji Seika 1056, Kamonomiya, .\ Fzz::z:: fz: Ly :z: zg Japan § § Ministry of Health,
Pharma Co., Ltd., [Odawara-shi, Kanagawa- . o & P 2669 > o |Labour and Welfare X
Odawara Plant ken, Japan + Fosmicin S for otic GMP L L overnment of Japan
» 2P + Fosmicin tablets 250 h e & P
+ Fosmicin tablets 500
13 GIF-IW- n ®
*Th ~ At N 2 ,«t ,t.,\tt N ,.:.:G . _ — —
16 Podlipie Street, 95-010 uocvo Arur‘1g sarl xu.a co tigt trung cuol: faac visco 400/0095_0 8 8 Main Pharmaceutical
Lek S.A. polyester v trung tam isopropyl alcohol 70% EU-GMP = s X
Strykow, Poland » . N e 4_01/04/50/| o © |Inspector
* Thudc khéng vo trung: Vién nén ¥ Py
15 — —
14 n ~
S S
North Chicago, IL 60064, . 08-0050- N N United States Food and
AbbVie Inc. *S ta® (b tant) Intratracheal S , 4ml U.S. CGMP o o
ielnc USA urvanta® (beractant) Intratracheal Suspension, 4m 2015-06-VN 2 2 Drug Administration X
< )
o o
15 . Plot No. 215-219, GIDC, n ~
Unique . . o o .. .
. Industrial Area, Panoli - . . N A, MT/002HM/ N N |The Medicines Authority
Pharmaceutical L * Thubc khong vo trung: Vién nén EU-GMP p p X
. 394 116, District: Bharuch, 2015 =} — |of Malta
Laboratories . o ~
India — ~
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Boehrm.ger Sth km Palamat * Thudc khong vé trung: vién nang ctng; vién nén. 24632/18-5-| & & [National Organization
Ingelheim - Ellas| Markopoulo, Koropil, Thubc dugc liéu EU-GMP 15 § § for Medicines, Greece | X
AE Attiki, 19400, Greece A g E '
17 |Hospira Australia |1-57-23 and 25-39 Lexia |San phdm thu6c dam d&c pha tiém: DBL Irinotecan, Irinotecan |PIC/S-GMP|15/1179 " Australian Therapeutic X
Pty Ltd Place Mulgrave Vic 3170, |hydrochloride 100mg/5ml § Goods Administration,
Australia s Department of Health,
% Australia
o
18 [Hospira Australia |1-5 7-23 and 25-39 Lexia |San pham thudc tiém Pamisol, Disodium pamidronate PIC/S-GMP[15/1182 " Australian Therapeutic X
Pty Ltd Place Mulgrave Vic 3170, |90mg/10 ml § Goods Administration,
Australia s Department of Health,
% Australia
o
19 [Hospira Australia |1-57-23 and 25-39 Lexia |San phdm thudc tiém thudc tiém DBL Carboplastin PIC/S-GMP|[15/1180 " Australian Therapeutic X
Pty Ltd Place Mulgrave Vic 3170, |150mg/15ml § Goods Administration,
Australia s Department of Health,
% Australia
o
20 |Hospira Australia |1-57-23 and 25-39 Lexia |San pham thu6c tiém Pamisol, Disodium pamidronate PIC/S-GMP|15/1181 " Australian Therapeutic X
Pty Ltd Place Mulgrave Vic 3170, |30mg/10 ml § Goods Administration,
Australia s Department of Health,
% Australia
21 |Hospira Australia |1-57-23 and 25-39 Lexia |San pham thu6c tiém dam dac DBL Irinotecan, hoat chat PIC/S-GMP|15/1178 " Australian Therapeutic X
Pty Ltd Place Mulgrave Vic 3170, |irinotecan hydrochloride 40mg/2ml § Goods Administration,
Australia s Department of Health,
% Australia
22 |Hospira Australia |1-57-23 and 25-39 Lexia |San pham thudc tiém DBL Fluorouracil 500 mg/10ml PIC/S-GMP [14/0681 <« Australian Therapeutic X
Pty Ltd Place Mulgrave Vic 3170, § Goods Administration,
Australia N Department of Health,
% Australia
23 |Biolyse Pharma 59 Welland Vale Road St. |San pham thuéc dung dich tiém Paclitaxel for Injection, hoat Canada- [59786 n Canadian Health X
Corporation Catharines, Ontario, chat Paclitaxel (Taxus Canadensis) 6mg/ml GMP 8 Products and Food
Canada, L253Y2 3 Branch Inspectorate
[a2)
o
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24 |Korea United 25-23, Nojanggongdan-gil, [* Thudc udng dang ran: Vién nén, vién nang ctng; vién nang PICS GMP |MFDS-6-F- Daejeon Regional Food X
Pharm. Inc. Jeondong-myeon, Sejong- |mém, vién nhai 1752-1-2015{ =1 ® |and Drug Administration
si, Republic of Korea * Thuéc tiém: Dung dich tiém, bot déng khé pha tiém, bot pha 16 8 8
tiém 5 5
* Thudc chira Penicillin: Dang thuéc ran dung dwong udng: N 2
Vién nén, vién nang, bot pha sird
25 |Wyeth Lederle Via Franco Gorgone Z.l., |San pham bét déng khd pha tiém Tazocin (piperacillin sodium | EU-GMP |CPP/2015/7 n Italian Medicines Agency | x
S.rl 95100 Catania (CT), Italy  |twong duong piperacillin 4g va tazobactam sodium twong 10 8 (AIFA)
duong tazobactam 500mg) 3
3
26 |Wyeth Lederle Via Franco Gorgone Z.1.,  |San pham bét déng khd pha tiém Tygacil (Tigecyclin 50mg) EU-GMP (15/14/7869 < European Medicines X
S.r.l 95100 Catania (CT), Italy 7 8 Agency
S
4
27 |Bristol-Myers 979 avenue des Pyrenees |* Thudc khéng vé trung: EUGMP |HPF/FR/129/| o |French National Agency X
Squibb 47520 Le Passage, France [+ C4c dang thudc ran khac: vién nén sti bot, thudc bat sui 2015 § § for Medicines and Health
+Vién nén § § Products Safety Agency
E 5 (ANSM)
28 [Solupharm Industriestr.3 34212 *Thu6c vo trung: EUGMP |DE_HE_01_ Co quan cé tham quyén X
Pharmazeutische [Melsungen, Germany + Thud8c san xuat vo trung: Dung dich thé tich 1&n, dung dich GMP_2015_| . o |ctabuc
Erzeugnisse GmbH thé tich nhé 0086 § §
* Thudc tiét trung cudi: Dung dich thé tich 1&n, dung dich thé > =
tich nho g | 8
* Thudc khéng vé triing: Thudc dung ngoai dang long, thudc e «
uéng dang long
29 |M.R.PharmaS.A. |Estados Unidos No 5105, |* Toa nha 1: khéng bao gdbm céc thudc betalactam, thu6c kim | PICS GMP |20132014 National Institute of X
Localidad "El Triangulo"  |t& bao ho&c thudc hormon: 001110-15 Drugs (INAME),
(1667) Malvinas + Dung dich tiét trung va bgt dong kho " o |Argentina Republic
Argentinas, Buenos Aires [+ dung dich va hd dich thuSc nhé mat § §
province, Argentina + HOn dich khi dung o o
Republic * Toa nha 2: Dung dich tiém chira hormon S S
* Tda nha 3: khéng bao gdm céc thudc betalactam, thuéc kim ~ ~
t& bao hodc thudc hormon: Vién nén, vién nén bao
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30 [Laboratorios Atral,[Rua da Estacao no. 42, * Thudc vo trung EU GMP (F015/S1/MH Portugese National X
S.A. Vala do Carregado, + Thudc sdn xuat vo trung: Thudc dang ran va cay ghép; cac /001/2015 Authority of Medicines
Castanheira do Ribatejo, [dang thudc khac (thuéc bét, cephalosporin va céc betalactam); and Health Products, IP
2600-726, Portugal + Thudc tiét trung cudi: Thudc dang ran va cay ghép; “ N
* Thudc khéng vé triing: Vién nang cirng, thuéc uéng dang 8 8
Idng, thudc dung ngoai dang 1dng, dang thudc ran khac (thudc § g
bot, thudc cdm, céc betalactam va cephalosporin); thudc dang S S
ban ran, thudc dan, vién nén
31 |EliLilly and San xuat 6ng thudc nap:  |Thuéc Humalog (insulin Lispro injection)(rDNA origin), US-GMP (03-0210- United States Food and X
Company Lilly France - 2 rue du 100units/ml, KwikPen 2015-05-VN Drug Administration
Colonel Lilly, 67640 ut] N
Fegersheim, France 8 8
Co s& déng goi: Eli Lilly S S
and Company - 3 3
Indianapolis Indiana
46285, USA
32 |Lilly S.A. Avda de la Industria, 30, |* Thudc khéng vd trung: Vién nén; EU GMP |ES/128HV/1 0 %@ [Spanish Agency of Drugs | x
Alcobendas, 28108 * Thu6c sinh hoc: Sdn pham céng nghé sinh hoc, san pham 5 8 8 and Health Products
Madrid Espana chiét xuat tir ngudi hodc dong vat 5 5 |(AEMPS)
& =
o —
33 |Jubilant 16751 Route San pham: Thudc tiém Duratocin (Carbetocin 100 pg/ml) Canada- (60308 n © Canada Health Products X
Hollisterstier Transcanadienne, Kirkland GMP 8 & |and Food Branch
General Quebec, Canada H9H 4J4 E E Inspectorate
Partnership E E
34 |Lomapharm Lomapharm Rudolf * Thuéc v trung: EU-GMP |DE_NI_02_G Co quan tham quyén X
Rudolf Lohmann [Lohnmann GmbH KG + Thu8c san xuat vd trung: dung dich thé tich nho. MP_2014_0 burc
GmbH KG Langes Feld 5, 31860 * Thudc khéng vd trung: thudc duing ngoai dang 1&ng; thuéc 038
Emmerthal, Germany udng dang 1dng; dang bao ché ran khac (vién nén bao phim, N N
vién bao, thudc bot, thudc c6m); vién nén. 8 8
* Thudc sinh hoc: thuéc cé ngudn gdc tir ddng vat (khéng bao § S
goém ¢ ngudn gbc tir ngudi hodc tir ndo, md ddng vat); enzym, 2 S
corticosteroid.
* Thudc tr dugc lidu
* Thudc vi lwvgng déng cén.
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35 |[Tafong 11, An-Tou Lane, Yen-Ping |* Thu6c vé trung: thudc tiém (sdn xuat vo trung va tiét trung | PIC/S-GMP (2240 Taiwan Ministry of X
Pharmaceutical Li, Changhua City, Taiwan, |cudi). t] ®  |Health and Welfare
Co., Ltd R.0.C * Thudc khéng v trung: dung dich thuéc; dang bao ché ban 8 8
ran (thudc m&, thudc kem); dang bao ché ran (vién nén, thuéc 5 §
c6m, thudc bdt); vien nang, thuée dat. 8 3
* Duwoc chat hormon.
36 |Vetter Pharma- Vetter Pharma-Fertigung |* Thudc vo trung: EU-GMP |DE_BW_01_ Co quan tham quyén X
Fertigung GmbH & [Schutzenstr. 87 und 99- |+ Thu6c san xuat vd trung: thudc dong kho (chira hormon va GMP_2015_ Dlrc
Co. KG 101, 88212 Ravensburg, [chat cé hoat tinh hormon); dung dich thé tich nhé (chira 0092
Germany hormon va chat cé hoat tinh hormon). ut] x
+ Thudc tiét trung cudi: dung dich thé tich nhé (chira hormon 8 8
va chat cd hoat tinh hormon). 5 §
* Thudc sinh hoc: ché pham tir huyét twong; thudc mién dich; X 2
thudc cdng nghé sinh hoc (chtra hormon va chat cé hoat tinh
hormon); thu6c c6 ngudn géc tir ngudi hodc dong vat.
37 |[Bliss GVS Pharma |11, Dewan, Udyog Nagar, |Thuéc khong vé trung: vién dat EU-GMP |037/2014/R < ~ [National Agency for X
Ltd. - Unit Il Aliyali, Palghar, o] 8 8 Medicines and Medical
Maharashtra, 401 404, N = |Devices (NAMMD),
India E g Romania
38 |GE Healthcare IDA Business Park, * Thudc v trung: EU GMP (2014/7868/ < N Health Products X
Ireland Carrigtohill, Co. Cork, + Thudc tiét trung cudi: Dung dich thé tich I&n; Dung dich thé M235 8 8 Regulatory Authority
Ireland tich nho. g 3 (HPRA), Ireland
< <
39 |Dong-A ST Co., 493, Nongong-ro, Sinh pham (San pham tir cong nghé DNA t&i t6 hop) Korea GMP|MFDS-4-F- " w |Coquan tham quyén X
Ltd. Nongong-eup, Dalseong- 1290-1-2015- § § Han Qudc (Daegu
gun, Daegu (N-dong, B- 3 o o |Regional Korea Food &
dong Section 2), Korea % % Drug Administration)
40 |Santen Oy Niittyhaankatu 20, 33720 |* Thu6c vé trung: EU GMP |3682/06.08. n o Finnish Medicines X
Tampere, Finland + Thudc sdn xuat vo trung: dung dich thudc nhé mét, dung dich 00.04/2015 8 8 Agency (FIMEA)
thudc nhd tai. g 5
3 S

Page 7 of 8




TEN CO SO SAN i ) A NGUYEN | GIAY CH. | NGAY | NGAY - RIS

STT XUAT DIA CHI PHAM VI CHU'NG NHAN TAC GMP NHAN CAP HET CO’ QUAN CAP THUOC
) HAN 1 2
41 |Santen 9-19, Shimoshinjo 3- Thudc m& tra mat Oflovid (Ofloxacin 0.003g/1g) Japan- |1504 Japan Ministry of Health,| x

Pharmaceutical chome, Higashiyodogawa- GMP Labour and Welfare

Co., Ltd (Santen ku, Osaka, Japan A

Pharmaceutical (348-3, Aza-suma, Oaza- 8

Co., Ltd Shiga shide, Taga-cho, Inukami- §

Plant) gun, Shiga, Japan) 2
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