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San pham: Janumet 50mg/1000mg;
Janumet  50mg/850mg; Janumet
50mg/500mg.
(Co s¢ san xuat ban thanh phém: N o
; _ — I
Patheon  Puerto State I_?oad 670 km 27 Patheon Puerto Rico, Inc State EU- [24:2011/522 |& Q Medical Products
1 RiCO Inc Manati, Puerto Rico,|Road 670 Km 2.7, Manati, Puerto aMmp |3s1 S P~ Agency. Sweden
00674, United States Rico 00674 - Puerto Rico. 3 3 gency.
Co s& déng goi: Merck Sharp & <«
Dohme B.V - Waarderweg 39, NL-
2031 BN Haarlem, The
Netherlands) «
MSD < |
. * 4 A P A ; i =
5 gtegﬁtlonal 70 Tuas West Drive mzhzgj klh %”9 z?ért]n:]g?]'_ gligﬁcnglgo PIC/S{MLMP1300 |& [&  |Singapore Health
(Srir:mgapore Singapore 638414 Cl,rl;g ang fong; ’ 9emP |oo1 S |S  |Sciences Authority
(o)) o™
Branch) i N ° X
ifi i * 5 0 5 trina: Vié ™ ©
Pacific Pacific Pharmaceuticals ,Thuoc kAhongAvo trung: Ylen ne}rjg DE BE 01 |9 = .
3 Pharmaceuticals Ltd cung; thudc uong dang long; vién|EU- GM_P 2613_ N N Co quan tham
Ltd 30Km, Multan Road -|bao; dang bao ché ban ran; vién|GMP 0014 - 8 8 quyén Puc
Lahore, Pakistan nén. - 8 X
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Pierre Fabre
Medicament

Production

Aquitaine Pharm
International, Avenue du
Bearn, 64320 Idron,
France

San pham: Thubc bot dong khod
Cernevit

( Co s san xuét va dong goi: Pierre
Fabre Medicament Production -
Aquitaine  Pharm International,
Avenue du Bearn, 64320 Idron,
France; Baxter S.A - Bd. Rene
Branquart 80, B-7860 Lessines,
Belgique.

Co sé kiém nghiém va xuit xudng
16: Baxter S.A - Bd. Rene Branquart
80, B-7860 Lessines, Belgique.)

EU-
GMP

000047 15-
10-13

23/10/2013

30/06/2014

Belgium  Federal
Agency for
medicines and

Health Products

ACS
S.P.A

Dobfar

V.le Addetta 4/12/-
20067 Tribiano (M),
Italia

San pham: Thubc tiém bot
Meronem (500mg, 19)

Co so san xuat: ACS Dobfar S.P.A

Co so dong goi cap 1 (dong lo
thudc bot): Zambon Switzerland Ltd
Co s& dong goi cp 2: AstraZeneca
UK Limited - Silk Road Business
Park, Macclesfield, SK 10 2 NA,

United Kingdom.

EU-
GMP

IT/274-
1/H/2013

25/11/2013

29/11/2015

Italian Medicines
Agency AIFA

Bristol Myers
Squibb S.R.L

Loc. Fontana Del Ceraso
- 03012 Anagni (FR),
Italia

* Thudc vo trung:

+ Thudc san xudt vo trung: dung
dich thé tich nho (chua
corticosteroid hormon); thudc bot.

+ Thudc tiét trang cudi: dung dich
thé tich nho.

* Thube khong vo tring: vién nén;
thube bot.

EU-
GMP

IT/50-
1/H/2013

22/02/2013

17/04/2015

Italian Medicines
Agency AIFA
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* Thudc khdng v triing: vién nang
ctg (chtra hormon va chit c6 hoat
tinh hormon; chit c6 hoat tinh
manh, doc tinh cao); dang bao ché - o
Corden Pharma ran khac (vién bao, thubc com, DE BW 01 |2 |8 2
7 g?nrgiln Pharmal qto - Hahn - Str. 68723|thuée bot) (chita hormon va chét ¢6 EKA'P omp 2013|S |S |¢© en(il)ng tham
Plankstadt, Germany hoat tinh hormon, chét c6 hoat tinh 0019 % 8 quy
A . PN z , o N
manh, ddc tinh cao); vién nén (chira
hormon va chit c6 hoat tinh
hormon, chit c6 hoat tinh manh,
ddc tinh cao) X
Lot 2599, Jalan Seruling| < iam thé tich nho: thude tiém s o o
59, Kawasan 3, Taman| . . .., ., Lz ) o b Malaysia National
Duopharma (M) the tich 16n; thuoc uong dang 1ong;|PIC/S- N N .
8 Klang Jaya, 41200| .. (e ia . ~ 1A 018/14 = = Pharmaceutical
Sdn. Bhd. vién nen; vién nang; thuoc bot;|GMP o o
Klang, Selangor,| . . £ 2 Ly S B Control Bureau
. thudc com; thuoc nhoé mat. I3V -
Malaysia X
Thudc déng khod; dung dich pha
Toran g0 |V g 1 st e (00
Bioprofarma S.A. - (Zipl, - &0 F R im 16 %aol)l- dun
code - C1416ARD) and mgi (c6 hoac khong tiét trUn’ c 6%
Palpa 2862 |dé pha loang cac ?h éc Chl'l’g cllllét S |g  |Avgentina National
o |Bioprofarma s.a |-aboratorios IMA kimpté bio dgné trér‘ll) PIC/S{20132014 -|& |&  |Administration of
P "V [S.ALC. - (Zip code 240 Ga NEWIEn). GMP |000318-14 |S |8 |Drugs, Food and
( Co so san xuat tai: Palpa 2862 - = = . .
C1416 DPB), of the . . — — Medical Divices.
. Laboratorios IMA S.A.L.C. - (Zip
Autonomous City of
: _~"[code C1416 DPB)
Buenos Aires, Argentine Y u
Reoublic Co s¢ dong goi: Terrada 1270 -
P Bioprofarma S.A. - (Zip code
C1416ARD)) X
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10 Combino Pharm|HF60 Hal Far Industrial|* Thudc khong vé tring: vién nang|EU- |MT/002/H/2 g 8 Malta Medicines
(Malta) Ltd. Estate BBG3000 Malta |ctmg; vién nén. GMP (012 S |& |Authority
3 S X
. 28/30 Ozarowska Str.,|* Thudc vo trung: S K .
" wg:gagﬁfgf:r'ma Duchnice, 05-850|+ Thude san xudt VO tring: dang|EU- |GIF-IW-N- |& | & Eﬁﬁrrfaceutica'\l"a'”
S A Ozarow  Mazowiecki,|bao ché ran. GMP (4022/305/13 | © = Inspector
' Poland * Thuoc khong vo trung: vién nén. 3 = P X
6021 South Freeway,|* Thubc v6 tring: UK - GMP A United  Kingdom
Alcon L LA e 6103  Insp| S S Medicines and
12 |Laboratories Inc - South Gate, Fort Wo.rth, + Thuqc san xuat vo trung: qdung EU- GMP % g Healthcare
76134-2099, United|dich thé tich 16n; dung dich thé tich| GMP =) P
Aspex States nho (thube nhé mét). 6103/991920) g |  |products
8-0001 Regulatory Agency X
* Thudc vo trung:
+ Thudc san xuat vo trung: dung
dich thé tich nho (chat doc té
bao/chat kim té bao); thudc ciy
ghép va dang ran (hormon va chat
Sanofi-Aventis c6 hoat tinh hormon); vi tiéu phan
Sanofi-Aventis Deut§chland GmbH (hormon va chat c6 hoat tinh DE HE 01 g g .
13 |Deutschland Bruningstrabe 50, H600, hormop). . ‘ N ' EU- GMP 2013 S g Co‘ quan tham
GmbH H500, H590, 659_26 + Thuéc ti¢t trung cuoi: dung dich|GMP 0117 = = quyén Dirc
Frankfurt am  Main,|thé tich nho; thuoc cay ghép. 3 3
Germany * Thubc khéng vd tring: thudc
ding ngoai dang 16ng; dang bao ché
ban rén.
* Thudc sinh hoc: thubc cdng nghé
sinh hoc; thudc c6 ngudn gbc tir
nguoi hoac dong vat. X
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* Thudc vo tring khong tiét tring
cudi:
Dr Plot N0.137&138, S.V. ;iézl}[lé}(l))(;obot dong kho chira chat Romanian
Reddy'sLaborator |Co-op. Indl Estate, IDA| . 2 . s % 3 ~ .
ies Limited|Bollaram, Jinnaram ADurA]g thh thé tich nho chira chat\p - g17p01p | |§  |National - Agency
14 i . ... |d0c té bao. B P~ for Medicines and X
(Formulation Mandal, Medak District, *Thubc VO trimg tiét tring cudi: CMP10 S S Medical  Devices
'1I')ech Ops - Unit ,Ibr\]r&(ij:ra Pradesh 502325, Dung dich thé tich nho: — — (NAMMD)
* Thude khdng v tring: Vién nang
ctng chira hat pellet.
* A A A AN A ’
o e . s
. 1 — — 1
Australia Pty Ltd|82 : Hughes Ave, cephalosporin va cac chit chéng|PIC/S{MI-2014-LI- |& N Therz_ip.eutlc.Goods
15 |Consumer Ermington NSW 2115, A 5 x F PN Administration, X
: ung thu: Vién nén; dang bao ché|/GMP [02138-1 o - .
Healthcare Australia \ . IS ] = 5 Australia
o long; dang bao ché ban ran (kem); — o
Division X 1 X ax
thuoc bot; thudc dat.
Thubc vo tring dang long (khong
bao gom thudc tiém) va khéng chira
cac nhom hoat chat sau: o
Baxter Healthcare|2 Woodlands Ind Park D|- Chat doc té bao PIC/S] P Singapore's Health
16 |SA,  Singapore|Street 2  Singapore|- Ché pham sinh hoc GMP MO00190 S Sciences Authority X
Branch 73778 - Khang sinh nhdém cephalosporin, % (HSA)
penicillin, <
- Hormons, va
- Steroids.
. ) . .2 Belgian  Federal
A . AL 114 < ~
Janssen Turnhoutseweg 30, Thude qkhong V? ”“?9' Thu?‘.: uong S S Agency for
. dang léng, thudc dung ngoai dang(EU- [BE/GMP/20 |& N .
17 [Pharmaceutica Beerse, B-2340,(., e Lo N PN S Medicines and|x
. long, thudc ban ran, thuoc dan ngoailGMP |14/001 o o
NV Belgium da ) > Heallth  Products
Y [(AFMPS)
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* Thude khong vé triing: Vién nang o o
Temmler Werke Temmler Werke GmbH|ctmg, thudc udng dang 1ong, thude EU- DE _BY 04 _ § § Regierung von
18 GmbH Weihenstephaner Strape|dung ngoéi dang 16ng, vién nén GMP GMP_2013_ § g Oberbayern X
28, 81673 Muchen Germany |* Thuoc sinh hoc: Vién ang cung 0191 S S (Germany)
chira sacchromyces cerevisia o -~
zone  Industrielle  de * Thude khdng vé triing: Vién nang - © French  National
: . cung, vién nén ) b = Agency for
19 g)ae;pharm Lille $(())lljjl?lilr)s( E;ggorue Lng * Ché pham sinh hoc: Thudc mién (El:/nb 2HOP1I;/FR/136/ % % Medicines and|x
LEZ LANNOY . France dich, thuéc cdng nghé sinh hoc, = S |Health  Products
! thudc chiét tr nguoi va dong vat. ~ Safety (ANSM)
3102/A G..D.C UK  GMP United Kingdom's
RPG LIFE|ESTATE 18388 Insp|S |3 |medicines  and
20 |SCIENCES ANKLESHWAR Thubc khéng vo tring: Vién nang|EU- SMP P & |& |Healthcare y
y , ‘A ’ [e) Lo
LIMITED GUJARAT,  393002,|'M& Viennen CMP |18388/10806]S | |Products
INDIA 0004 ™ N Regulatory Agency
MHRA
State
Village - Kishanpura, PIC/S <« ~ Administration of
Glenmark Baddi-Nalagarh  Road, 1 S S Ukraine on
21 |Pharmaceuticals |Tehsil Nalagarh, Disst.|[Thudc khong vo tring: Vién nén GMP 1008/2014/SA % § Medicinal X
.. & EUJUMP/GMP (o o
Limited Solan, H.P. 174101, GMP a § Products
India (SAUMP) -
Ukraine
Plot No S-7, Colvale N 9
5o |Glenmark Industrial Estate,[Thuéc khong vo trung: Vién nang|EU- [sukls124552|&  |& ﬁlzsiiizte for ;traute y
Generics Limited |Colvale, Bardez, Goa-|ctng, thudc ban rin, vién nén GMP (012 8 3 g g
; = S Control (SUKL)
403 513, India S S
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* Thudc vo trung:
+ Thubc san xudt v tring: dung A
16 lliensko Shosse Str.,|dich thudc tiém thé tich nho. EU- [BG/GMP/20|& |& |Bulgarian  Drug
23 [Sopharma AD . . POV e . 5 152
Sopfia 1220, Bulgaria |+ Thuoc tiét trung cudi: dung dich|GMP |14/051 o o Agency
thudc tiém thé tich nho. & |
X
San pham: Thudc tiém DBL < © .
. Australian
i —
54 |OMega 10 850 Hamon Montreal 8g$£tédoeT|§E O'lm%/éc_qulc)lgDBIj PIC/S| | 110846 & |& |Therapeutic Goods
Laboratories Ltd |QC H3M 3A2 Canada . GMP 3 S |Administration
Octreotide as acetate 0.1mg/1ml > P~
o . N ~ (TGA)
injection solution vial)

(*: Theo quy dinh phan nhém thudc tai diéu 3 Théng tw sé 36/2013/TTLT-BYT-BTC ngay 11/11/2013 cta lién BS Y té - Bd Tai chinh sira ddi, bd sung
mot s6 diéu chia Thong tw lién tich s6 01/2012/TTLT-BYT-BTC ngay 19/01/2012 cha lién Bo Y té - BO Tai chinh hwéng dan dau thau mua thudc trong
ciccosoyté.)



