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General Villegas S ut] Argentina National
uality ~Pharma|1320/1510, San Justo of|Thudc tiém; thuéc tiém dong kho|PIC/S{20132014 |& |&  |Administration of
S.A the Province of Buenos|chira cht kim té bao GMP |001234-14 |8 |&  |Drugs, Food and
Aires, Argentine & |&  [Medical Divices.
Lynch 3461/63, (Zip 3 9 Argentina National
) Laboratorio LKM{code 1437),|Vién nén; vién bao chira chat kim t&|PIC/S{20132014 |& &  |Administration of «
S.A Autonomous  City  of{bao va hormon chéng ung thu. GMP |001232-14 |& |& |Drugs, Food and
Buenos Aires, Argentine Q N Medical Divices.
. . A L S 9 Argentina National
. . I —i —i
Laboratorio Laprida 43, A\_/ellaneda VI(,EI’] nerl, vién baﬂo, vién nang cing|p, ~ 150130014 | S Administration  of
3 |Eczane Pharmalof the Province of|chira chat kim té bao va hormon S S X
S.A Buenos Aires, Argentine |chéng ung thu GMP 1001233-14 1 o S Drugs, Food and
' AT g ung ttr & |Q  [Medical Divices.
Plot No 14, Phase II, S ~ . .
Karnataka Peenya Industrial Area,|* Thudc vo tring: thudc bot (chia|PIC/SH S |g |Malaysia National
4 |Antibiotics & e g I \ 349/14 ) F Pharmaceutical X
Bangalore, 560058 (penicilin); dung dich the tich nhé. [GMP o o
Pharma Ltd . i | Control Bureau
Karnataka, India o —
* Thudc dang 1ong: dung dich thude
PN 4 N ’ < A <t O
Hochstrasse 201, 8200 t'?m’ ong tiem ;dogg san. (bao gom S S Swiss Agency for
. ca chira hoat chat sinh hoc). EU- N N .
5 |Cilag AG Schaffhausen, - . 2o Ca 14-1473 = S Therapeutic X
. Dang bao ché ran: vién nang; vién(GMP o —
Switzerland , N . A S P~ Products
nén (bao gom ca chira hormon va N o~
chét c6 hoat tinh hormon).
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* Thudc vo trung:
+ Thudc tiét trung cudi: dung dich s, © . .
5 [Siu Guan Chem.[128 Shin Min Road,|thude tiém; hdn dich thuée tiém.  [PIC/S{ . o S |8 I?'Wagealtw'”'zt;g )
Ind. Co., Ltd Chiayi, Taiwan * Thubc khong vo trung: dung dich|GMP s |8
2 A . A S = = Welfare
thudc; thuoc md, thuoc kem; vién — —
nén, vién nen bao phim, vién nang.
* Thudc vo trung:
+ Thudc san xuit vo trang: thudc
dong kho; dung dich thé tich nho.
+ Thubc tiét trung cudi: dung dich
Famar Health|Avda. Leganes, 62, ih?ntlwlf n}klﬁ; A e a EU % 5 Spanish Agency of
7 |Care Services|Alcorcon 28923| Hoe 0’29 "07”“”9' wer: narjg _ |ES/083H/12 % % Drugs and Health X
Madrid, S.A.U  |(Madrid), Espana cing (bao gom ca chira ,Chat gay|GMP S = Products
T ’ nghién); dung dich thuoc dung N N
ngoai; dung dich thubc udng; thudc
bot; vién nén (bao gdm ca chira chat
gay nghién, hormon va chat ¢ hoat
tinh hormon); vién bao.
180 rue Jean Jaures,|* Thudc vo trung:
94700 Maisons-Alfort,|+Thudc san xuat vo tring: thudc < o |French  National
A AL . A 47 2. — —
Sanofi Winthrop| 2"¢¢ dong kho; dung dich thé tich nhos\ o epog S S [AgeNCy for
8 Industrie (Kho bao quan: 36 rue thupc cay,ghep va dang ran (chua GMP 2014 g § Medicines and X
du  Moulin  Bateau,|chat doc té€ bao). N S Health  Products
94380  Bonneuil-Sur-|{* Thubc sinh hoc: thudc c6 ngudn S |°  |Safety

Marne, France

gbc tir ngudi hodc dong vit.




STT

NHA
CONG BO

MAY

PIA CHI

PHAM VI CHUNG NHAN

NGUYEN

TAC GMP

GIAY CN

NGAY

CAP
NGAY

HET HAN

CO QUAN CAP

NHOM THUOC
@)

NHOM [ NHOM
1 2

Patheon
S.P.A

Italia

2 Trav.
Morolense,

SX  Via
5-03013

Ferentino (FR), Italia

* Thude vo trung:

+ Thubc san xudt vo trung: dung
dich thé tich 16n; thudc dong khod
(chta  hormon  corticosteroid,
hormon sinh duc va hormon khéc,
prostaglandins); dung dich thé tich
nho (chira hormon va chéat ¢ hoat
tinh hormon nhung khoéng chira
hormon sinh duc); thudc bot (chua
protein tai t6 hgp/ DNA).

+ Thubc tiét trung cudi: dung dich
thé tich 16n; dung dich thé tich nho.
* Thudc sinh hoc: Thube cong nghé
sinh hoc (san xuat v triing protein
tai t6 hop/DNA: thubc doéng kho,
dung dich thé tich nho, thudc bot);
thudc c6 ngudn gdc tir nguoi (thude
dong kho san xuat vo tring); thude
c6 ngudn gbc tir dong vat (thudc
dong khd san xuat vo tring, dung
dich thé tich nho san xuét vo tring).

EU-
GMP

IT/102-
2/H/2014

07/05/2014

27/09/2016

Italian Medicines
Agency AIFA

10

Chiesi
Farmaceutici
S.P.A

Chiesi
S.P.A

Farmaceutici

Via San Leonardo 96 -
43122 Parma (PR), Italia

* Thubc khdng vo tring: thude
phun mu (chta corticosteroid,
khang  beta 2  adrenergic,
anticholinergics); vién nén.

EU-
GMP

IT/192-
7/H/2014

29/07/2014

28/03/2017

Italian Medicines
Agency AIFA
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* Thudc vo trung:
+ Thudc san xuit vo trang: thudc
dong kho (chtra hormon
corticosteroid); dung dich thé tich
. . A\ . nho (chtra hormon corticosteroid). 3 9
" E;E';’r%'tf)'ries Italia \2/(')86; |I|pl\;;lgsa§:rpe(r|\c;“) + Thube tiét tring cudi: dung dich|EU- [IT/214- 8 |& |talian Medicines|
i 'lthé  tich nho (chda hormon|GMP [2/H/2014 S . Agency AIFA
S.R.L Italia . . . NI o)
corticosteroid, hormon sinh duc). N o
* Thudc sinh hoc: thudc san xuit
vo tring: thudc déng kho; dung
dich thé tich nho c6 ngudn gbc tir
dong vat.
. . French  National
* Thuoc khdng vo trung: vién nang 3 9
Bristol Myers 304 avenue du Docteur cimg; thubc udng dang léng; dang|EU- [HPF/FR/157 | & Q Ager.lc.y for
12 . Jean Bru 47000 Agne,|, . Lo 2 R " o> PN Medicines and X
Squibb bao ché ban ran; thuoéc dan; vién|GMP |/2014 S —
France ] NS ) Health  Products
nén. N —
Safety
* Thudc khong vo trang: vién nang
ctimg; thuéc udng dang léng (bao
A 5 ’ Y A z N Te)
C/Maximo Aguirre, 14, ﬁzz tcl’?thhr::) arr:(;)r:;T_] O\r/]ié\r/]a ncél;]atbgg EU- § § Spanish Agency of
13 |Faes Farma, S.A |Lejona 48940 (Vizcaya),|, A - z ES/143HI/12| S > Drugs and Health X
duong; vién nén bao phim; thuoc|GMP = o
Espana z e, X . 5 5 Products
com; Vvién nén (bao gom ca chua ) —
hormon va chit c6 hoat tinh
hormon).
: R A s " French  National
* £ . — To)
10 rue Bouche Thomas, ,Thuoc kAhong‘; VO trur\lg. vien rlang b b Agency for
, cing; thuoc dung ngoai dang long;|EU- |HPF/FR/262 | & N .
14 |Farmea Zac d'Orgemont, 49000 £z \ \ z N > Medicines and X
thuoc uong dang long; dang bao ch¢|GMP /2011 - o
Angers, France e z S 5 S Health  Products
ban ran; thuoc dan; vién nén. o ™ Safety
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. . - L. ) .. I+ W+
Janssen Biologics Emstemweg 101, 2333 _ D_u_qc chat sinh hoc: abg:mmab, EU- INL/H E :tﬁt Netherlands
15 CB Leiden, The(infliximab, golimumab, BiS H* [Health Care X
B.V. . GMP |13/0073 3 ¥
Netherlands ustekinumab * ¥ |Inspectorate
Bushu o S 9 -
pharmaceuticals 950, ~ Hiroki, ~Ohaza, (. phim: Vién nén Pariet Tablets|Japan- S |§ [Japan Ministry of
16 . Misato-machi, Kodama- 1506 = = Health, Labour X
Ltd. Misato un, Saitama-ken, Japan 20mg GMP S S and Welfare
Factory gun, P & |8
Bushu 950, Hiroki, Ohaza = = Japan Ministry of
pharmaceuticals | .. - '|San pham: Vién nén Pariet Tablets|Japan- < K P y
17 . Misato-machi, Kodama- 1505 = = Health, Labour X
Ltd. Misato un, Saitama-ken, Japan 10mg GMP S S and Welfare
Factory gun. - g |8
* Thudc vo trung: < ~
. A iena N A, . - —
5 's‘ﬁ;:faceuﬁcals Via Praglia, 15-10044 fhfﬁﬁﬁiﬁft tring cudi: dung dich\ey Hyppzs. |&  |&  |talian Medicines )
SRL Pianezza (TO), Italia * Thube khong vo tring: thude GMP |1/H/2014 g g Agency AIFA
A 5 N N
uong dang long.
% X N
Industria Via Cassia Nord, 351- +T1“Illluo‘C VtOttn:rr:Jgn 6i: dung dich = |2
Farmaceutica ’ | uoe e g cuor: GUNG Qe ey 1777 & |& [ialian Medicines
19 . 53014 Monteroni|thé tich 16n; dung dich thé tich nho. 3 S X
Galenica Senese|_, . . ) N N ;. |GMP |1/H/2014 o o Agency AIFA
D'arbia (Sl), Italia * Thuoc khdéng vé trang: thuoc S 5
S.R.L £ \ ™ N
uong dang long.
Human * Thude vo trung; Hungary National
Bioplazma + Thudc san xuat vo trung: dung s, ~~  |lInstitue for Quality
20 Manufacturing  |Tancsics M. ut 82/A|dich thé tich 16n; thuc dong khd;|EU- |OGY1/32698{ & &  |and Organizational «
and Trading|Godollo, 2100, Hungary |dung dich thé tich nho. GMP (7/2014 = |8 |Development in
Limited Liability * Thubc sinh hoc: ché phdm tur & |8  [Healthcare  and
Company mau. Medicines
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* Thubc khong vo tring: thude S e Zregrfg Natm?g:
’1 Delpharm 26 rue de la Chapelleludng dang léng; thuc ding ngoai|EU- |HPF/FR/123 |& |& M% dici%mes adl x
Huningue SAS {68330 Huningue, France [dang 16ng; dang bao ché ban rin;|GMP |/2014 S |9
X P F Health  Products
thuoc dan, N o
Safety
Nipro Pharma = = Japan Ministry of
- ii . i 3+ H*
22 |Corporation, >, Mae_dano, Niida, San pham: Meiunem 0.5g Japan 1065 i ¥ |Health, Labour| X
Odate, Akita, Japan GMP H+ i
Odate Plant 3 i3 and Welfare
Jubilant 16751 Route Cana S 9 Canada Health
23 Hollisterstier Transcanadienne, Sén phédm: dung dich thubc tiém da- 157616 & &  [Products and Food «
General Kirkland Quebec, | Duratocin (carbetocin 10 pg/ml) |~ o S |& |[Branch
Partnership Canada H9H 4J4 3 S |Inspectorate
* Thudc vo trung:
- Thubc san xudt vo trung: a 3 ™~ .
Vianex SA- Lot km, Marathonos| . py o dich thé tich nho: > |g7270-10-| & | § [Greek  National
24 Ave, Pallini  Attiki, AW N o S S |Organisation  for X
Plant C + Thudc bt dong kho; - |2014 — o ..
15351, Greece L e s I ! S B |Medicines (EOF)
- Thudc co tiét trung cudi: = —
+ Dung dich thé tich nho.
, Ao o * H
Bausch and Tampa, FL 33637, San pham: Lotemax.® (IotepreQnoI S |09-0152- E gﬁt
25 [Lomb . etabonate ophthamic suspension)| © &5§ i |USFDA X
United States . o [(2014-01-VN | 3£ I
Incorporated 0.5% (Sterile) > ** 3
: o I | ¥
26 Merck Sharp & |West Point, PA 19486,[San pham: Singulair® (montelukast (59 06-0165- I i US FDA «
Dohme Corp.,  |United States sodium) Oral Granules o |2013-02-VN E %
- H B3
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* Thube v trung khong tiét tring
48 lapetou street, Agios |cudi: Thudc bot pha tiém chira .
MEDOCHEMIE |Athanassios Industrial [khang sjnh nhom penicillin. % MED03/201 % % gzs&:zzgeulglﬁlistry
27 |LTD (FACTORY |Area, 4101 Agios * Thuoc khdong vO trung chta| Q 3/002 § g of Health of X
B) Athanassios, Limassol, |khang sinh nhém penicillin: Vién| S S
Cyprus nang ctmg, vién nén, thudc bot pha N | e |Cyprus
dung dich udng.
MEDOCHEMIE ﬁr::r?:;g; ?tl';e;js ﬁg'los ’ o 3 | g [Pharmaceutical
08 (AMPOULE Area, 4101 Agios * Thuoc y() trung co va k}léng tigt % MEDOQ7/201 | & «  |Services Ministry «
INIECTABLE |\ o [imasso  |tTung cudi: Dung dich thé tich nho. | = 13/001 S | 8 |of Health of
FACILITY) Cyprus ’ ’ L & | @ |Cyprus
* Thudc vo trung khong tiét trang
cubi:
- Dung dich thé tich 16n
Octapharma - Thude bot dong khd o ||nsagoois.| S | S |BASG -
s |Pharmazeutika |Oberlaaer Strae 235, | - Dungdich thé tich nho Z 0037-001 & | & |Bundesamt  fur|
Produktionsges.m|Wien, 1100, Austria  [* Ché pham sinh hoc: > |30 S | & |Sicherheit im
b.H - San pham tir mau L & | S |Gesundheitswesen

- San pham mién dich
- Ché pham phan doan
(intermediates out of fractionation)
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Merck Serono
S.P.A

Via Delle Magnolie 15
(loc. Frazione Zona
Industriale) - 70026
Modugno (BA), Italy

* Thube vo tring khong tiét tring
cudi:

- B4t dong khd chira hormon hodc
chat c6 hoat tinh hormon khéng
phai corticosteorid;

- Dung dich thé tich nhé chira
hormon sinh duc hodc chit c6 hoat
tinh hormon sinh duc va cytokines
* Thudc vO tring san xudt cO tiét
trung cudi: Dung dich thé tich nho
* Ché pham san xuét bang ky thuat
sinh hoc: Proteins/DNA tai t6 hop.

EU-GMP

IT/201-
14/H/2014

07/08/2014

14/03/2017

Italian Medicines
Agency (AIFA)
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Advance Pharma
GmbH

Wallenroder Str. 12-14,
13435Berlin, Germany

* Thude khong vo trang: Vién nén,
vién nang cung, Vién nén, vién nén
bao, vién nén bao film, thudc bot,
thude com.

EU-GMP

DE_BE_01_
GMP_2014_

0002

17/01/2014

20/11/2016

fur
und

Landesamt
Gesundheit
Soziales Berlin

32

Laboratorio
Farmaceutico C.T
SR.L

Via Dante Alighieri, 71-
18038 San Remo (IM),
Italy

* Thudc vo trung:

- San xuét v tring: Dung dich thé
tich nho, Thudc bot chira khang
sinh  nhom penicillin va nhom
cephalosporin;

- CO6 tiét trung cudi: Dung dich thé
tich nho

* Thube khong vo trang: Vién nén,
vién nang ctmg, dung dich thudc
uéng.

EU-GMP

IT/292-
2/H/2014

11/05/2014

29/11/2016

Italian Medicines
Agency (AIFA)

33

Fulton Medicinali
S.P.A

VIA MARCONI, 28/9-
20020, ARESE (M),
Italy

* Thudc khdng vé tring: Vién dit
chirta hormon corticosteroid, vién
nén, vién nang cung, thubc bot,
thude cdm

EU-GMP

IT/179-
1/H/2014

11/07/2014

27/06/2016

Italian Medicines
Agency (AIFA)
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* Thude vO tring (san xut vo tring
. va co tiét trung cudi): Dung dich < - .
uni Pharmfi 14th km National Road|thé tich nho % = b= Natloqal .
Kleon Tsetis oo L x R A Ngia s 77344/1-9- N «  [Organization  for
34 ) 1, Kato Kifisia Attiki,|* Thuoc khong vo trung: Vién nén,| O > S .. X
Pharmaceutical 1, /o6 Greece vién nang cime, thuc uéng dang| T |13 S | g [Medicines of
Laboratories S.A. ’ , g cung, © uong Cahgl i S 8 |Greece
long, thuoc dung ngoai dang 1ong,
thudc ban rin, thude dat
Pabianickie
Zaktady
Farmaceutyczne * Thude khong vo tring: Vién nang < | © |Main
POLFA S.A. 5, marsz. J. Pitsudskiego |ctng, Vvién nén, thudc bot, thudc % GIE-IW-N- s s Pharmaceutical
35 |(Tén tiéng Anh: |Str., 95-200 Pabianice, |udng dang Iéng, thudc ding ngoai| © S | S X
Ph ical  |Poland dane 1¢ 5 |4022/295/13 | o = |Inspectorate of
armaceutica olan ang long 0 B S |poland
Works Polfa in * Thuoc tir duoc liéu
Pabianice Joint-
Stock Co.)
: . Romanian
. . Thuoc khéng vé trung: Vién nang| o ™ o .
S.C.SANDOz |oU- Livezeninr. 7A, 1 . "vien nén. viéen nén bao phim,| = |o1aroizr | & | § [Netional Agency
36 540472, Targu Mures, L % \ A | @ B & |for Medicines and X
SR.L. . thuéc com va thuodc bot pha hon| 5 (O o - . .
Jud. Mures, Romania dich ubn 0 3 = |Medical Devices
~ £ @ | © |(NAMMD)
* Thudc vd trung khong tiét tring
Dr. Reddy’s cudi: Dung dich thé tich nho chira Co quan cd thim
Laboratories Ltd. |5 =\ \/er cac chat dgc té bao, kim te bao < | © |quyén cua Duc
Formulations ) ' San phim cu thé: Docetaxel beta)l S [DE_BY 04 | S S |(Regierung  von
Visakhapatnam - 530 = Q| &
37 |Tech Ops - VII, 046 Andhra Pradesh 20 mg/1 ml and Docetaxel beta 80 © [GMP_2014 | & &~ |Oberbayern - X
Block A, Plot No.| - ' |mg/4 ml dé tiem truyén 2 0029 S | S |zentrale
— o

P1 to P9, Phase
Il

* Thubc khong vé tring: Vién nén
San phidm cu thé: Vién nén bao
phim Capecitabin beta 500 mg.

Arzneimitteliberw
achung Bayern)
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Pabianickie
Zaktady
Farmaceutyczne * Thube khong vo tring: Vién nang <« © |Main
POLFA S.A. 5, marsz. J. Pitsudskiego |cirng, Vvién nén, thubc bot, thude % GIF-IW-N- § é' Pharmaceutical
38 |[(Tén tiéng Anh: |Str., 95-200 Pabianice, |udng dang long, thudc ding ngoai| O N S X
Ph tical  |Poland dane 1¢ -5 [4022/295/13 | © < |Inspectorate of
armaceutica olan ang long = 3 S |poland
Works Polfa in * Thuoc tir dugc liéu
Pabianice Joint-
Stock Co.)
* £ A A N £ .
UNITHER 13l delaeste 21 || o 08 T0 TR o] o = T o
39 LIQUID d'En Sigal, gangléﬁ ; iéngéét 1tlh oc bé?’l rf?n (% HPF/FR/208 8 8 Sanitaire des X
MANUFACTUR |COLOMIERS, 31770, |S 218 TOn&, vieh €at, Tiuoc banfall 13 12014 S | 8 . :
ING France * San pham sinh hoc: Cac san pham| P oS |Produits de Santé,
c6 ngudn goc tir nguoi va dong vat e " |France (ANSM)
Damastown Industrial ~ |* Thubc khdng v tring: Vién nén, % 2014/7534/ % % Health  Products
40 |Rottapharm Ltd. |Park, Mulhuddart, vién nang cimg, thudc bot pha dung| @ \I868 i ¥ |Regulatory X
Dublin 15, Ireland dich ubng. 2 # | # |Authority
NUCLEO < ~
[a — —
FACTA INDUSTRIALE S. . |* Thuéc vo tring khong tiét tring| = |IT/276- & | & [italian Medicines
41 [FARMACEUTIC |ATTO (loc. S. Nicolo A | | i 0y o dich thé tich nho S lumroia | S | € |Agency (AIFA) X
IS.P.A. Tordino) - 64100 - oung A ' > S| s gency
Teramo (TE), Italy
2605 E. Kilgore Road, |San pham: Cleocin T® % 07-0007- ﬁ % United States Food
42 |Zoetis P&U LLC [Kalamazoo, MI, 49001, |(clindamycin phosphate) Topical| © 2014-01-VN i ¥ |and Drug X
USA. Solution, 1% o ﬁ % Administration
* X ~ ~ N _ oA
202 Frn. | P90 = | 2
43 |Aspen Pharma - Dandenong Road néng,cému bétukefr’; tiqu%c hgtjn my| o |MI-20L-LI- S| g TGA, Australia X
Pty Ltd. Dandenong South VIC e PRun M= 1601831 S | 8 ’
. thuoc suc miéng, gel, dung dich, F S
3175, Australia 2o a1 N N
thudc m@, bot nhao.
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PATHEON 5900 Martin Luther a S Q
44 |MANUFACTUR |King Jr. Highway, San  phim: IV Busulfex® g 09-0176- & | & US FDA y
ING SERVICES, |Greenville, North (busulfan) Injection, 6mg/ml & [2014-05-VN| S | S
LLC. Carolina 27834, USA > Q| &
Warsaw
Pharmaceutical
Works Polfa S.A. - SO \ JTRNPAER
T i s e o n it o fomwe |3 | v
45 |l 22/24 Karolkowa Str., | " = gdi b the 1 gl; . S 40000102 02| & | & [Pharmaceutical y
Warszawskie ~ [01-207 Warsaw, Poland *ICChn; Oilxu sginr'lchoc-e Sécn (})Em | 2 |01/04/15- o | & |Inspectorate,
Zaktady naubn sée i naws hode dong vt | - |V S | = |Poland
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