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ISTITUTO
BIOCHIMICO
ITALIANO
GIOVANNI
LORENZINI
S.P.A

Via Fossignano 2- 04011

Aprilia (LT), Italia.

* Thudc vo trung:

+ Thubc san xudt vo tring: thudc
dong khd; dung dich thé tich nho;
thudc bot chira khang sinh nhém
Penicillin

+ Thudc tiét trang cudi: dung dich
thé tich nho

* Thudc khdng v triing: vién nang
ctng; thudc ubng dang long (chira
hormone hodc chit c6 hoat tinh
hormone; khéng chira corticosteroid
va hormone sinh duc); thudc bén
ran; thude bot; thude cdm; vién nén
(chtra hormone hodc chat c¢d hoat
tinh  hormone;  khong  chtra
corticosteroid va hormone sinh duc)

EU-GMP

IT/39-
2/H/2014

19/02/2014

14/05/2016

Italian Medicines
Agency (AIFA)

26

Ferrer
Internacional, SA

c/. Joan Buscalla, 1-9,
08173 Sant Cugat Del
Vallés (Barcelona), Tay

Ban Nha

* Thudc vo tring:

+ Thubc san xudt v tring: dung
dich thé tich nho (thuc dong kho).
+ Thubc tiét trang cudi: dung dich
thé tich nho.

* Thube khdng v tring: vién nang
cng; vién nén; thudc ubng dang
long; thude ding ngodi dang long;
dang bao ché ban réan, thube dan.

EU-GMP

NCF/1424/0
01/CAT

25/06/2014

05/05/2017

Ministry of Health
of Government of
Catalonia - Spain

27

Pharmatis

Zone d'Activites Est no
1, 60190 Estrees-Saint-

Denis, France

* Thudc khéng vo tring: thudc
ding ngoai dang long; thudc ubng
dang l6ng; dang bao ché ban ran.

EU-GMP

HPF/FR/103/
2014

07/07/2014

06/02/2017

French  National
Drug and Health
Products  Safety
Agency (ANSM)
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* Thudc vo trung:
+ Thudc san xudt vO trung: dung
dich thé tich nho
+ Thuoc tiét trung cudi: dung dich| o] n :
Takeda  Austria|St. Peter-Strabe 25, 4020|thé tich nhé. = [INS-480050-12 o |Austria Federal
29 . . £ . A e |9 0044-001 N = Office for Safety
GmbH Linz, Austria * Thuoc khdong vO trung: thuodc| (3/8) o o in Healthcare
ding ngoai dang loéng; vién nén;| Y 3 Q
dang bao ché ran khac.
* Thudc sinh hoc: thube ¢6 ngudn
gdc tir ngudi hodc dong vat. X
* Thude khdng vo tring: vién nang
mém, thubc udng dang long; dang
bao ché rin khac (vién nang dat am
Catalent Germany|dao). N - ©
A A ; A A — —
Catalent Germany Eberbach GmbH (kh?ng l_)ao gom smLI pha@ tur ma?' = DE_BW 01 S S Co quan thim
30 Eberbach GmbH Gammelsbacher Str. 2, thgoc SIr!h hoc mién c};ch, thuoc| @ _GMP_2013 § § quyén Pitc
69412 Eberbach, |diéu tri té bao, thudc diéu tri gene,| 7} |_0119 S s
Germany thude stt dung nghién ctru invivo, R
thudc cdng nghé sinh hoc, thudc
phong xa, thudc c6 ngudn gbc tir
nguoi va dong vat). X
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French ~ National
< ©
; A A A triinAs viA o — -
_ Dor_nalne de[* Thuoc kA,hong\] vO trur]_g. vién nqang s HPE/ER/71/2| S S Ager_lcy for
31 [Janssen-Cilag Maigremont, 27100 Val-|cting; thuoc dung ngoai dang long;| @ S S Medicines and
N A1 r L a , ) 014 o —i
de-reul, France dang bao ché ban ran; vién nén. 0 B ) Health  Products
< Y |safety X
* Thudc vo trung:
+ Thubc san xudt vo tring: thubc
d6ng kho; dung dich thé tich nho.
mibe GmbH + ;F}}uoc the_:t trung cudi: dung dich
Arzneimittel the tich nho. S ©
* A ~ A LN LA o — —
mibe GmbH|Munchener Strabe 15, ,Thuoc Iihong V0 trung: vien nang) = DESTOL 15 |1 |co gquan  thim
32 . cung; thuoc dung ngoai dang long;| Q GMP_2014 | & N X T
Arzneimittel gemab den Lageplanen| ., = \ . A o - quyén Dirc
Nr1 und 2. 06796 thuoc uong dang long; dang bao ché| 0011 B F
Bréhna Germa;l ban rin; vién nén (chta hormon I
; y hodc chat c6 hoat tinh hormon);
thudc bot hit; thude bot ding ngoai;
vién ngam.
* Thude tir dugc liéu. X
. * Thudc khdng vo tring: vién nang| o @9 .
. gﬁ?ggriba Krustpils iela 53, Riga,|cimg (chita chit doc té bao/ chit = [ZVAILVI20 |§ |8 :at;’r']‘z Sta(t;;
: Lo LV-1057, Latvija kKim té bao); thuéc uong dang long;| 5 13/009H 3 S gency
Grindeks (I vieta) A o > 5 Medicines
VIén nén. S o X
Pharmaceutical |19, Pelplinska Str., 83_ * Thue khong vé tring: vién nang| = |GIF-IW-N- % % Poland _ Main
34 |Works Polpharma|200 Starogard Gdanski,| |, . o i1 & [Pharmaceutical
cung; vién nén. 5 |4022/270/13 | = H
S.A. Poland o s i |Inspector X
MSD o — <
i S — .
International 21 Tuas South Avenue 6| .. , O [MLMP1100 |& |& |Singapore Health
35 [GmbH : Vién nén uong : S P~ . .
) Singapore 638599 ' £ 1013 o = |Sciences Authority
(Singapore O 1) N
Branch) o A X
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= S, ©  |Argentina National
36 |TRB Pharma S.A Plaza 939, 1427 Buenos|San phdm: vién nang Artrodar|® (201320120 |& &  |Administration of
" | Aires, Argentina (Diacerein 50mg) 8 000722-14 |& |3 |Drugs, Food and
= & & |Medical Divices. «
Village  Theda Post UK GMP|_ |._ m(;‘;gin;'”gdogj
Macleods Office Lodhimajral,, Thudc khong vé tring: vién nan % 31303 Insp| & S Healthcare
37 |Pharmaceuticals |Tehsil Nalagarh, District el u ién néng g g o GMP % % Products
Limited Solan Himachal Pradesh,|“""& ¥ ‘ D |31303/17067|S  |S
In-174101, India 16-0004 | |7 |Regulatory Agency
: (MHRA) X
. . Ministry of Health
o < o ’
Teikoku  Seiyaku 567 Sanbonmatsu,| ., 2 ) ) > 3 g Labour and
Co., Ltd.|,,. . San pham: Lignopad Medicated|® N N
38 Higashikagawa, Kagawa & 4823 ) 5 Welfare
Sanbonmatsu Plaster 5% w/w & o o
769-2695, Japan o B B Government of
Factory S RV N
Japan X
<t N~
_ ; i o — —
Medochemie Ltg|=-0 Constantinoupoleosy, ., . khong vo tring: vién nang| =  |MED01/201 |& |& Cyprus
39 Street, 3011, Limassol,| , a o 5 = Pharmaceutical
(Central Factory) cing; vién nén. S 4/001 o o .
Cyprus o > F Services
— o\ X
= = Swiss A f
‘ &b o S S wiss Agency for
40 |swiss Caps A |FTusenstrasse 35, 9933y, e mém. O S |14-1401 [T |S  [Therapeutic
Kirchberg, Switzerland = O o o
o P = Products
N — X
Pharmaceutical . : " . .
3 Ao, o Lo
Works Polpharma Duchnice, 28/30, Sa.m pham: - Vien nen bao phw_n % GIF-IW-N- |3 S Poland Main
Ozarowska Street, 05-|Bioracef (Cefuroxime axetil N N .
41 |S.A. 850 Ozarow|250mg) Q 4021/15471 a a Pharmaceutical
i ) ~ ~
Eroducthn Plant Mazowiecki, Poland Tén tai Viét Nam: Bio-dacef w WSz/13 < & Inspector
in Duchnice X
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Pharmaceutical .
< ©
Works Polpharma Duchnice, 28/30, , 2 LA . % GIF-1W- S S Poland Main
Ozarowska Street, 05-|San pham: thudc bot pha dung dich N N .
42 |[S.A. o . . . O 4011/9/1P/20 | 5 B Pharmaceutical
i 850 Ozarow(tiém Biofazolin (Cefazolin 1g) S o o
Production Plant L 0 14 ) 3 Inspector
in Duchnice Mazowiecki, Poland N ~N X
Pharmaceutical .
. , ™ Lo
Works Polpharma 822:‘;\:\3(’61 Street28/gg-’ San pham: thuoc bot pha dung dich % GIF-IW-N- |3 S Poland Main
43 [S.A. 850 O;arow hodc hon dich tiém Biofuroksym|® 4021/688/W % S Pharmaceutical
Production Plant L (Cefuroxime 750mgq) a Sz/13 8 8 Inspector
in Duchnice Mazowiecki, Poland — = X
Pharmaceutical .
. . ™ o
Works Polpharma g;;:‘:\,'vcsia Street28/§(5)_' San pham: thuéc bot pha dung dich| S |GIF-IW-N- |2 | [Poland Main
44 |S.A. 850 Ovaron|iém  Biofuroksym  (Cefuroxime| @ |4021/687/W = |= |Pharmaceutical
Production Plant o 1.50) D [Sz/13 S S |inspector
in Duchnice Mazowiecki, Poland = = X
* Thuf)c kh.fing v,f) trl]r_19: da’ng Eéo % o 0 . f
SwissCo Services|Bahnhofstrasse 14, 4334 Ch? ran.A(V'e,n nen, v‘|en ngp a}o O Q Q SWiss Aqe ney Tor
45 . . phim, vién nén bao duong, vién nén| 12-1020 B P~ Therapeutic
AG Sisseln, Switzerland .. . , PRSI B o o
sui bot, Vién nang cung, thuoc bot,| O S NS Products
thudc cdm). e o - X
* Thudc vo tring:
+ Thubc san xudt v trang: dung|a @ |9 |Slovenia Agency
HBM  PharmalliEM Pharmas.r.o dich thé tich nho. > |sko11v/i20 |8 |& |for  Medicinal
46 Sklabinska 30, 036 80 POV 2. |9 S 3
s.r.o Martin. Slovak + Thuoc tiét trung cudi: dung dich| 5 13 o o Products and
’ thé tich nho. '-“ S |&  |Medicinal Devices
* Thudc khong v tring: vién nén. X
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* Thubc khong vo trung:
L - Vién nang clrng; < ©
;Zi:zgmkle 5, Marsz. J. Pilsudskiego| - Thubc dung ngoai dang 16ng; % GIF-IW-N- s S Main
47 y Str., 95-200 Pabianice,| - Thudc uéng dang long; 0] S |S  |Pharmaceutical
Farmaceut ' 4022/295/13
utyczne i £ 1ALl D = o
Polfa S.A Poland Thuoc bot; o 5 5 Inspector, Poland
' - Vién nén; o N
* Thude tir duoc liéu. X
*Vién nang
HERBESSE
R CD 100,
Mitsubishi San pham: :ERF?ESlSO%_ < | [Ministry of Health,
Tamabe  Pharma 7473-2, Ooaza Onoda,|+ Vién nang HERBESSER CD 100,| - 243 s 3 Labour and
48 SanyoOnoda, HERBESSER R 100; S > S |S |welfare
Factory Ltd. . . < *Vién nang| o =)
'['Yamaguchi, Japan + Vién nang HERBESSER CD 200,| *° S S government of
Onoda Plant HERBESSER R 200 HERBESSE | — — Japan
' R CD 200, P
HERBESSE
R R 200:
244, X
Co quan chinh phu
vé y t& wving
<« © Navarre (thuc hién
Laboratories Avenida  Roncesvalles|* Thudc khong vo tring: = NCE/02/201 S |8 [theo sy phan cap
49 Cinfa S.A S/IN, Olloqui  31699| - Vién nang cung; o 4 = = ctua Spanish
' (Navarre), Spain - Vién nén. a E E Agency of Drugs
N —
and Health
Products -
AEMPS) X
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* Thubc khong vo trung:
- Vién nang cimg (chit c6 hoat tinh
hormon); 5 Hungarian
- Vién nang mém; National  Institute
. oo - Thudc uong dang long; a S 9 .
TEVA Site 1, Pallagi ut 13, - Thubc dung ngoai dang long; = OGY1/6001- | & 8 for Q.ual.lty_ and
50 , Debrecen, 4042, Lo O o) N Organizational
Gyogyszeryar Zrt Hunoar - Thuqc bot vavinang; S 5/2014 =] o Develooment  in
gary - Thudc bén ran chtra chat ¢ hoat|Y S 3 P
tinh hormon; Heal.th_c are and
_Vién dat: Medicines
- Vién nén chaa chéat cd hoat tinh
hormon. X
* Thude vo tring:
- Thudc san xuat vo tring:
+ Dung dich thé tich nho (thudc
nho mit (dung dich, hdn dich, thube N < |~ |Romanian
S.C. Rompharm Str. Erqllor nr. 1A, Oras|tiém dPng d}ch))A ‘ S |o26/2014/R § § Natlonal. .Agency
51 Company S.R.L. Otopeni, cod 0_75100, * Thuoc khong vo trung: o 0 S g for Medlcmes _and
Jud. lIfov, Romania + Vién nang cung; a > ) Medical Devices
+ Thudc dung ngoai dang 1ong; -~ N (NAMMD)
+ Thudc ubng dang long;
+ Thudc bot, thude cém, thudc
vién nén bao phim. X
Santen 2-14, Shikinami, q % S © Minister of Health
59 Pharmaceutical ~ |Hodatsushimizu-cho,  |San pham: Kary Uni, Ophthalmic|® 2986 & & L abour anci
Co., Ltd. Noto|Hakui-gun, Ishikawa,|Liquids and Solutions = = o Welfare. J
plant Japan g s |38 erlare, Japan 1y
Pharmaceutical gg;?:&el;a Street28/gg-’ San phdm: thuéc bot pha dug dich|S  |GIF-IW- % % Polish Main
53 [Works Polpharma 850 Ozarow tiém Biotaksym (Cefotaxime 19) g 4011/10/1P/2 re e Pharmaceutical
S.A. Mazowiecki. Poland Tén tai Viét Nam: Bio-Taksym o 014 § § Inspectorate X
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- N z__. z ~ . <t ©
Pharmaceutical Duchnice, 28/30, Sar} pharil. thu(?c bot _E)ha dug dich % GIF-IW- =z 5 Polish Main
Ozarowska Street 05-lhodac hon dich tiém Biotum I I .
54 |Works Polpharma - o 4011/793/IP/ | 5 B Pharmaceutical
SA 850 Ozarow|(Ceftazidim 1g) - 2014 o o Inspectorate
o Mazowiecki, Poland Tén tai Viét Nam: Biocetum W & g P X
* Thubc khong vo trung:
- Vién nang cung;
- Vién nang mém;
- Vién nén, vién nén sui bot, vién DE_NW_05 | = ~
nén bao; _GMP_2014 "5 °§,
- Thudc ran phan liéu khac: o |_0013 (san| g 2|5 Co quan c6 thim
55 Rottendort Ostenfelder Strape 51-61 + Thudc bot, thuéc cém, hat % Xuét) \3/ ‘*§, g quyén cua Dic
Pharma GmbH  |59320 Ennigerloh, Germany [pellets (vi nang) chira nhiing hoat| 3 DE NW 05 [ X g (Bezirksregierung
chdt 6 doc tinh cao nhu|/™ | GMP_2014|Q &|3  [Minster)
Tamoxifen, Flutamide, Clomifen va _0014 (dong g §
mot s6 chit twong tu. go6i) S <
+ San pham sinh hoc chira
Pancreatin, hodc cac di trng nguyén
dung trong tri liu. X
* Thudc vo trung:
- Thubc c6 tiét trang cudi: Taiwan Food
+ Dung dich dé tiém (Injection); S |9  |and Drug Administ
g |Siu Guan Chem.|128 Shin Min Road,|* Thubc khong vo tring: S|P & [& |ration- TFDA
Ind. Co., Ltd.  [Chiayi, Taiwan + Dung dich thuéc; & (0352081 |S [S |(Ministry of Health
+ Thubc kem, mé ; S o |and Welfare of
+ Vién nén, vién nén bao phim, Taiwan )
vieen nang cung. X
* San pham sinh hoc: Ché pham <« © gz?:tral iaﬁllieea];?f:
_ _ cong nghé sinh hoc % S p y )
Sandoz GmbH -|Biochemiestrape 10 6250|, N o ax z A INS-481922- | & S Care, Austria
57 ) Hoat dong khac: San xuat nguyén| © = S
BP Kundl Kundl, Austria lieu 1am thude V6 trang va khona vél = 0039-001 o o (Bundesamt  fur
. g gvolw S |S  |Sicherheit im
J Gesundheiswesen) [X
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* Thubc khong vo trung: UK GMP United Kingdom's
Novartis  Saglik,|Yenisehir Mah Dedepasa| - Vién nang cung; a 21635 Insp S ~ medicines and
cg |Gida Ve Tarim|Cad No 17 (11.Sok No. - Vién ngam, vién nén, vién nén Z oMP & |& |Healthcare
Urunleri San. Ve[2) Kurtloy Istanbul Tr{bao phim, vién nén bao duong, vién| 5 30937/34047 § S Products
Tic. A.S. 34912 Turkey bao tan trong rudt, vién giai phong|“ 1-0004 & S Regulatory Agency
kéo dai, vién nén phan tan (MHRA) X
* Thubc khong vo trung:
- Khung thim chtra duoc chat;
. - Thuoc ban ran; Co quan c6 thim
LTS  Lohmann IS_;I/'SSte;oehmann Therap:eG- - Vién bao phim chira hormon % DE_RP_01_ % % quyén cia Puc
59 [Therapie-Systeme Lohmanstr. 2 56626 hoac dugc chat c6 hoat tinh|Q GMP_2014 § S (Landesamt  Fur
AG Andemach Germany hormon. 7 o D |0009 S |3 |[Soziales, Jugend
’ - Miéng dan tam thudc tham qua und Versorgung)
da chtra hormon hoic dugc chat co
hoat tinh hormon. X
* Thudc vo tring:
- Thudc san xuat vo tring:
Warszawskie + Dung dich thcfe tich nho; N < -
Zaklady 2224 Karolkowa Str. + DAung’d%cAh th‘e tich Eon, s |GIF-IW- § § Main .
60 [Farmaceutyczne 01-207 Warsaw. Poland | Thuoc co tiét tring cudi: o 400/0102_02 g g Pharmaceutical
Polfa Spolka ' + Dung dich th¢ tich nho; a _01/04/15/14| = F Inspector, Poland
Akcyjna + Dung dich thé tich 16n; R A
* Ché pham sinh hoc ¢6 ngudn gbc
tr nguoi hoac dong vat. X
* Thubc khong vo trung:
- Vién nang mém; a S 9
g1 |Sanofi-Aventis |S.S 17 Km 22-67019|- Vién nén chira hormon hoge chét| 2 [IT/247- & |& [italian Medicines
S.P.A Scoppito (AQ), Italia  [c6 hoat tinh hormon c6 cau trac| 5  |10/H/2014 | (S |Agency (AIFA)
corticosteroid L Q|8
* Thudce tr duge lidu. X
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Centre for
Compliance  and
Euro-med Km. 36, Gen. Emillio|* Thuéc v tring: ) g g Licensing -
62 |Laboratories Agumal_do nghway - Thudc co t}ét trﬁpg cuoi: 8 420/14 g g National _
Phil. Inc Da_s,r_nar_lnas, Cavite,| + Dung d%ch th§ tich nho; o g 8 Pharmaceutical
B Philippines + Dung dich thé tich 16n; ™ — Control Bureau -
Ministry of Health
of Malaysia X
770 Sumneytown Pike,|San phim: Rota Teq® (Rotavirus|< * | &
63 Merck - Sharp &West Point, PA 19486,Vaccine, Live, Oral, Pentavalent); % CT 08le-14 % % US FDA
Dohme Corp., US . h WHO 3 3
USA Single-dose tube ) i3 i3 X
* Thubc vO tring (ong nhua san
PET (Blow Fill Seal) >S<ué: .theo cong ngh¢ Blow - Fill - N < ~
Forskargatan 18, ea).A T = |59.1-2014- |& |& |Medical Products
64 |AstraZeneca AB. . - Thudc san xuat vo trung: o > F
Sodertalje, 15185, . I N ) 071071 o S Agency of Sweden
Sweden + DAung’d%cAh th‘e tich 1;ho, o ) S
- Thuoc c6 tiét trung cuoi:
+ Dung dich thé tich nho; X
* Thudc khong vo tring:
- Thudc ding ngoai dang long
chira hormones corticosteroid N o o
ZETA VIA GALVANI, 10 -| - Thubc ubng dang léng chia s |3 . -
65 |FARMACEUTIC 36066 SANDRIGO (V1),{hormones ccorticosteroid % gﬁé‘éu 5 |3 'Atz:;?]zy ﬁfﬁﬂc'”es
|S.P.A ITALY - Thudc bén rén chira hormones| ) s |
corticosteroid ° -
- Vién dat chira hormones
corticosteroid. X
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San pham: CLETUS ("20 mg
Capsule Rigide Gastroregistenti™ 14
Capsule)
Co s6 san xuat: Valpharma
International S.p.A; Via G.
. . Morgagni, 2, 47864 Pennabilli| ®
Valpharma Via G. Morgagnl, 2Ny Cjraly, GCN EU-GMP s6|=  |cPP/2013/94| S ltalian  Medicines
66 [International 61016 Pennabilli (RN), IT/237-2/H/2013, do Italian g 4 5 Agency (AIFA)
S.P.A Italy Medicines Agency (AIFA) cap ngay| W §
25/10/2013
Co s& dong goi & ching nhan xudt xuong:
Special Product's Line S.P.A; Strada
Paduni, 240-03012 Anagni (FR) Italy;
GCN EU-GMP s IT/89-1/H/2013, do
Italian Medicines Agency (AIFA) cip
X
Eli Lilly & Company,
Indianapolis, Indiana
46285, USA.
hay:
Eli Lilly & Company, Lilly
Corporate Center, o o =t French  National
67 |Eli lilly ngnapolis, Indiana 46285, % UMC/PT/9/2 § § Drug and Health
hay_- 5 012 g .% Products  Safety
Lilly Technology Center, . N e Agency (ANSM)
46285 and 46221,
Indianapolis, Indiana, USA.
hay:
Lilly Corporate Ceter,

Indianapolis, Indiana 46285.
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San pham:
+ Ampholip, Suspension for
solution for infusion, 5mg/ml
(Amphotericin B - Lipid Complex);
Plot No K-27, Anand| " (ﬁlmp]fg’r”eti’nft;‘;ﬁh"'é%te rf;?g; State
Bharat  Serums Nagar, Additional (Amphotericin B): ' % ;, g Adm!nlstratlon of
68 [and Vaccines M.ID.C., ~ Ambemath + Rhoclone Vii;.l liquid injection < 089/2014/5A| & = Ukraine on
. (East), Thane Region, ’ : 12 |UMP/IGMP |8 ) Medicinal
Limited 150 mcg (Anti RHO-D| O S S
State - Maharashtra, Immunoglobulin Injection 150 mcg o ° - Products
India ) (SAUMP)
Monoclonal);
+ Rhoclone, vial liquid injection,
300 mcg (Anti RHO-D
Immunoglobulin Injection 300 mcg
Monoclonal). X
* Thudc vo tring:
- Thudc san xuat vo tring:
+ Dung dich thé tich nho
+ Thudc dang rin va thudc ciy
ghép 14 7
, - Thuoc vo trung c6 ti€t trung cudi: | S ~ National Agency
SANOF 6 boulevard de IEurope| ', o dich 0 tioh aho S |uprFrios2|@ |8 [of Medicine and
69 |WINTHROP 21800 QUETIGNY, |, z A R Q S >
INDUSTRIE France Thudc khong vo trung: S 014 o o Health Safety
+ Vién nang cing L S|S0 [(ANSM)
+ Thudc ban rin
+ Thudc vién nén
+ Thudc phan liéu dang ran khac
* Thudc sinh hoc: Ché phdm c6
ngudn gdc tir ngudi hodc dong vat. X
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* Thube vo tring:
- Thudc san xuét vo tring:
+ Dung dich thé tich nho
Catalent Belgium Font Saint Landry 10,|- Thubc vo tring qcc') tiét trang cudi: % % é I;/ngirgln/;gency;r:)dr
70 Bruxelles, B-1120,| + Dung dich thé tich nho Q BE/2013/029| = p
S.A Belai * e _ 5 o S Health Product of
elgium Thuoc sinh hoc: 0 > S .
+ Sinh pham mién dich - - Belgium (AFMPS)
+ Ché pham cO ngudén goc tir
nguoi hodc dong vat. X
Catalent Germany|* Thudc khong V0 trang; o o 7
Catalent Germany Eberbach GmbH + Vién nang mém S |DE_BW_ 01 § § Co quan tham
71 Eberbach GmbH Gammelsbacher Str. 2| + Thudc uéng dang long o _GMP_2013 § g quyén Puc (Baden
69412 Eberbach,| + Vién nang dung duong truc a _ 0119 = S Wurttemberg)
Germany trang va am dao e N X
* Thudc vo tring:
- Thudc san xuét vo tring;
+ Thubc dong kho
Roche Roche Diagnostics| + Dung dich thé tich nhé . |£ |pE_BW_OL 2 |2 |co quan thim
72 |Diagnostics GmbH - Thudc vo t ing C O, et mqmg cuot: Q _GMP_2013 % % quyén Dtrc (Baden
GmbH Sandhofer Strage 116, +Dung dich thé tich nho 5 0036 S | |wurttemberg)
86305 Mannheim, Germany |* Thuoc sinh hoc: w - 2] N
+ Ché pham cong nghé sinh hoc
(khang thé don dong bing cong
ngh¢ gen). X
Rottendorf Pharma N < Co quan thdm
[a — —
73 Rottendorf GmbH, Ostenfelder| Thu(‘)c’kh()ng vO trung: % Dg KAI\|IDV\£_00152 g 8 quyén buc
Pharma GmbH  [Strage  51-61,  59320| | ;40 bt 5 s S |S |(Bezirksregierung
Ennigerloh, North  Rhine- o _003 S 3
Westphalia, Germany < ~ Munster) X
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Neph Sén phim: Ipratropium Bromide 0.5 = £ | £ |United States Food
ephron Orlando, FL 3pg11|Sn pham: pratropium Bromide 0.5/ 5 |c 1ocs i i nited States Foo
74 |Pharmaceuticals mg and Albuterol Sulfate 3 mg|Q a * #* [and Drug
. USA . . @ [2014-01-VN| # | = N
Corporation Inhalation Solution : BiS X |Administration
* Dung dich thudc tiém va bot dong
khd pha tiém (bao gém cac thudc National
Av. De los Quilmes 137|chira hoat chat san pham c6ng nghé S S |9 |Administration of
o (Zip code B1883FIB), of{sinh hoc khdng phai khang sinh| O & |& |Drugs, Food and
75 |BioSIUSSA e City of Quilmes,[nhém betalactam; chat kim t¢ bao| & 001110 14 S |& |Medical Devices,
Argentine Republic hay chat c6 hoat tinh hormon); o 3 2 |Argentina
* Bot pha hdn dich chtra hoat chét (ANMAT)
c¢6 ngudn gde sinh hoc. X
. French  National
DA i * Thuoc khong vo trung: a S ~
Zone d'Activites Est nO ) . . b g Agency for
: - oc du 3 = .
76 |Pharmatis 1, 60190 ESTREES +gu2g gizi :Eugz dgﬁg heoat Q 2H0Pl|Z/FR/102/ % % Medicines and
SAINT DENIS, France | , - (ﬁffc b ré‘; Hong - 2 |8 [Health Products
Y ' S |2 |safety (ANSM) [
. _ - |* Thubc v6 triung: a ® |9 |French National
 |Laboratore '6;'; 4‘2)” CHZﬁgﬁgﬂ'\"E’ - Thude v0 tring c6 tigt tring cudi: |2 |HPF/FR/56//S |&  [Drug and Health
Aguettant France '+ Dung dich thé tich 16n 5 [2013 S |S |Products  Safety
+ Dung dich thé tich nho. L S [N |Agency (ANSM) |X
PT. Ferron Par 2
Pharmaceuticals . a S © CO\ quan  tham
* A A g — — A .
PT. Ferron Par|Jababeka Industrial| uoc Vo trung: . |= [PENLOZ_jo s |quyén buc
78 . . - Thudc vo trung c6 tiét trung cudi: [ GMP_2014_ | =< = (Staatliches
Pharmaceuticals |Estate |, Cikarang Jalan Levofloxacin 5 mg/ml infusion. |3 |0021 = v Gewerbeaufsichtsa
Jababeka VI Block J3, g s 8 |8 mt Hannover)
17520 Bekasi, Indonesia X
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Thubc khdng vo tring: Dang bao
ché rin: vién nén, vién nén bao
phim.
A. o < N~ i
Z.l. de Planchy, Chemin tuthe: = b= = SWiss Ag.ency for
. : + Cetirizine 10 mg o N N Therapeutic
79 |UCB Farchim SA|de Croix Blanche 10,|+ cetirizine 5 mg (Japenese market| o 14-249 N S Products
1630 Bulle, Switzerland |exclusively) S) g 3 Swi di
+ Levocetirizine 5 mg o - ~ (Swissmedic)
+ Levetiracetam
250mg/500mg/750mg/1000mg
+ Cetirizine 5mg/Pseudoephedrine 120mg X
Ferring Pharmaceuticals
I(_|Cuf;lnaL)inC0.LuLtd(.F;\rlg.nG, * Thudc khong vo trung: - © Co quan thim
Ferring g g - Bot pha thudc ubng % DE_SH 01_ |3 S quyén Puc (State
. Road), National Health| .~ .~ N N ) .
80 [Pharmaceuticals Technology Park-\hen nén Q GMP_2013_ g § Social Services
- _ A N \ N D 2 £ . _
(China) Co., Ltd. 528437 Zhongshan City 7ThuOC ding duong truc trang dang| i 0009 S 2 Agency Schleswig
. long Holstein)
Guangdong  Province,
China X
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San pham (thudc nhé mat):
+ Alemtob (Tobramycin)
+ Alemtob-D (Tobramycin &
Dexamethasone)
+ Vel Drop (Carboxy State
Methycellulose Sodium) a < o L
Plot No 876 NH. No |+ vel Drop Gel (Carboxy|= S |g  |Administration  of
81 Marck Village Hariyala Tal: Matar, Methyce”ulose Sodlum) (.? 0091/2014/S N N Ukraine on
Biosciences Ltd |Kheda District, Guajarat ) : @ [AOHP/IC  |S |8  |Medicinal
: + Dorembic (Dorzolamide HCI) &) P S
State, India : : = & [&  [Products
+ Moxoft (Moxifloxacin HCI) (SAUMP)
+ Neolap (Olopatadine HCI)
+ Owin-D (Ofloxacin &
Dexamethasone)
+ Augdor (Dorzolamide HCI &
Timolol maleate) X
* Thudc khong vo tring: .
- _ Vién nang cimg a z_ﬁ) g French  National
Beaufour  Ipsen|Rue Ethé Virton, 28100 ) Z x = HPF/FR/117/| & N Drug and Health
82 . - Dung dich thuoc uong o = N
Industrie Dreux, France Bot pha hén dich uéng S 2014 o o Products  Safety
Tk : LLl i <
_\/in nén — - Agency (ANSM) X
Taiho 224-15 Aza-ebisuno, o < ©
Pharmaceutical Hiraishi, Kawauchi-cho, g S S Minister of Health,
83 |y L 1| TOkushima-shi, San phim: TS-ONE Capsule20 |2 [406 S | |Labour and
S ‘ITokushima, 771-0194, S S |S  |welfare, Japan
Tokushima plant S N R\
Japan X
* Thudc khong vo trung:
- Vién nang cung chira khang sinh <« ©
. P - [a — —
Facta N V.Laurentina Km 24,730 nhomkceptlalospcirm ) , = IT/135- S S ltalian  Medicines
84 [Farmaceuceutici |00040 Pomezia (RM),[- Thuoc bdt, thudoc com chira khang| @ S S
. . , . S5 12/H/2014 | S - Agency AIFA
SP.A Italia sinh nhom cephalosporin o S PN
- Vién nén chita khang sinh nhom RO A
cephalosporin X
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167 Mahatma Gandhi o |uk omple v ﬂ:;'tﬁ':;z and
g |Alkem Udyog Nagar, Dhabel,|* Thudc khong vo trung: % 19564. Insp|& |& aducts
Laboratories Ltd [Daman, In 396 210,| - Vién nang cling, vién nén; 5 |ompagse4|S (2 [P
India D |12366-0000 |R |  |Regulatory Agency
(MHRA), UK «
* Thudc san xuét v tring: dang
bao ché ban ran. .
. P R A s - S ™~ National ~ Agency
* . [a — —
S.C Antibiotice Str: Valea Lupult_u . 1, ,Thuoc I,<hong VO trlfng. wgn_ngnq = 020/2014/R | & N of Medicine and
86 lasi, Jud. lasi, cod|cing (kh&ng sinh nhoém penicillins;| @ > = . i
S.A . . . 15 |0 o = Medical Devices,
707410, Romania cephalosporin; cac khang sinh| g = F Romania
kh&c); vién nén bao phim; dang bao - <
ché ban ran; vién dan; vién nén. X
* \/ién nén, vién nang, thudc bot va
thudc tiém thé tich nho chira khang National
1, 2, & 3, Jalan TTC 12|sinh Cephalosporin B3 S Q .
. o < = S |8  |Pharmaceutical
Kotra Pharma|Cheng Industrial Estate|* Dang bao ché 16ng (thuoc uong &| O N N
87 . .. h 341/14 ) S Control  Bureau,
(M) Sdn Bhd 75250, Melaka,|dung ngoai) S o < Ministry of Health
Malaysia * Gel (v trang) a S |S y
* Kem Malaysia
* Thudc md. X
State
G-17/1, M.1.D.C., = S, ~  |Administration of
88 Naprod Life|Tarapur, Boisar, Dist-|* Thudc sin xuat v trang: Bot|©  |091/2014/SA| & & Ukraine on
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