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Torrent Pharmaceuticals
Ltd - Baddi Plant - ©
Torrent Village:  Bhud  &|, 0 4 oA S |[DEBY 05 |3 |3 2
2 |Pharmaceuticals |Makhnu Majra, Tehsil: ,ihl_m?ﬁ:o,?lg V0 tring: vien nang o GMP_2013_ S 3 Co ‘Ancg?n tham
Ltd Baddi - 173205, Dist.:|""® Vien et 2 |oo14 s |3 |dwenbue
. N i
Solan (Himachal
Pradesh), India X
Torrent Pharmaceuticals
- o (o]
Torrent Ltd. - Indrad Plant_ . ) o % DE BY 05 |2 = .
. Near Indrad Village,|* Thuoc khéng vo tring: vién nang N N Co quan tham
3 |Pharmaceuticals . N e, o GMP_ 2013 | & S T e,
Taluka Kadi, District|cing, vién nén. S - s = quyen Puc
Ld Mehsana Gujarat m |10 Q[N
382721, India X
9-19, Shimoshinjo 3-
Santen chome, .
Pharmaceutical |Higashiyodogawa-ku, % ] w E/Ia:;;irry of Hea;’:}hci
, |Co. Ltd (Santen|Osaka, Japan San pham: Sanlein 0.1, Ophthalmic| © 1971 & |8 Welfare
Pharmaceutical  |(2-14. Shikinami,|Preparations g 3 |38 overnment  of
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Japan) X




z & . s Z NHOM THUOC
ST INHA MAY 2 ’ - (>_ &) - L K(Dq < u:. . (*)
T lcong BO DPIA CHI PHAM VI CHUNG NHAN 8 &g) GIAY CN % 6 % E CO QUAN CAP NHOM INHOM
Z = 1 2
. UK  GMP United Kingdom's
Alkem g?:t??ct I:zclja?r:’ Il—\II?rLgaachZZi * Thudc k,hﬁng’ vO trung: vién nang % 19564. Insp % % Medicines and
5 |Laboratories Pradesh In’ 173205 cing; thudc uong dang long; vién[© GMP 19564/ g g Healthcare
Limited ndia '[nén. = [1094393- = |§  |products
0004 Regulatory Agency X
Fresenius Kabi N o
Fresenius  Kabi|Deutschland GmbH * Thudc vo trung: % DE HE 01 (S S n
6 |Deutschland Freseniusstrabe 1, 61169|+ Thudc tiét trang cudi: dung dich|®  [GMP 2012 |S |S Co . guan tham
GmbH Friedberg, Hesse, |thé tich 16n; dung dich thé tich nho. |3 0020 S |g [|awenbuc
Germany ° e X
* Thudc vo trung:
+ Thubc san xuat vo tring: thudc
dong kho; dung dich thé tich nho.
* Thudc sinh hoc: Thube céng nghé
sinh hoc.
Cu thé: thudc bot pha dung dich
hodc hon dich ALIMTA; dung dich
Lilly Technology Center gzﬁg“emdfg ETJOAé;: thu}?gnbot d?:}? a N v French  National
o |EN Lilly and|46285  and 46221, -, Q. Humaject dung dich g UMC/PT/92|& |& |Drug and Health
Company Indianapolis,  Indiana, oha tiém 1h(:)n dich pha isml2 012 = |8 |Products  Safety
USA - L & [2  |Agency (ANSM)

HUMALOG; bat dung dich pha
tiem HUMALOG; thudc tiém
insulin  HUMULIN REGULAR;
thudc tai t6 hop HUMULIN NPH;
thudc tai t6 hop HUMULIN 70/30;
hdén dich pha tiém LIPROLOG
BASAL; dung dich pha tiém hén
dich pha tiém LIPROLOG.
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* Thudc vo trung:
+ Thudc san xuit vo tring: Thudc o | |French  National
. A A ’ A A A Y [a — —
. Zone Industrlglle, 2 rue|dong kh.o (chtra f:hat d?c ,te baoq, = HPE/ER/74/2| © S Ager.lcy for
8 [Lilly France du Colonel Lily, 67640lhormon); dung dich thé tich nho|Q 013 = S Medicines and
Fegersheim, France (chtra hormon). a % S Health  Products
+ Thubc sinh hoc: thudc céng nghé e -~ Safety (ANSM)
sinh hoc. X
* Thudc vo trung:
e p X A N 9 ~ )
Takeda (Werk Singen) géghlll:})l% san Xxudt VO trung: thuoe S |DEBWOL|ZS |3 Co  ouan  thim
9 |TakedaGmbH  |Robert-Bosch-Str.8 gEIO- |0 | eMmp212|S |S | v
28994 Singen. German * Thuoc khong vo trang: Thuoc| 5 0133 = o quyén Puc
gen. y ding ngoai dang long; thubc ubng|™ |- S =
dang 1ong; dang bao ché béan ran;
thude dan; thude trung dat am dao. X
Janssen Cilag San pham: Concerta % 06-0077- % % United States Food
10 |manufacturing  |Gurabo, PR 00778, USA [(Methylphenidate HCL) Extended|® 2013-03-VN i ¥ |and Drug
LLC Release Tablets 4 % % Administration X
Santen St-]isr);]e Shimoshinjo  3-
Pharmaceutical Higash’iyo dogawa-ku a - o Ministry of Health,
Co., Ltd ' . 2 = S S Labour and
Osaka, Japan San pham: Alegysal, Ophthalmic|® N N
11 |(Santen . . . & 2720 S S Welfare
) (2-14. Shikinami,|Preparations @ = -
Pharmaceutical .. o o) B government of
Hodatsushimizu-cho, G N N
Co., Ltd Noto . . Japan
Plant) Hakui-gun, Ishikawa,
Japan) X
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Santen (E:a;]t?r,]e Shimoshinjo  3-
i L Ministry of Health,
Pharmaceutical Higashiyodogawa-ku, < R et d
Co., Ltd . i =2 S S Labour and
12 |(Santen Osaka, Japan San pham: Sancoba, Ophthalmic| O 1972 N N Welfare
. (2-14. Shikinami, |preparations. S 3 |38
Pharmaceutical . o = = government of
Co. Lid Noto Hodatsushimizu-cho, S o~ ~ Japan
Pla.r’1t) Hakui-gun, Ishikawa, P
Japan) X
Santen Sﬁi?ﬁe Shimoshinjo  3-
i o Ministry of Health,
Pharmaceutical Higashiyodogawa-ku, < RER g
Co., Ltd . - . = p= S Labour and
13 |(Santen Osaka, Japan San pham: Daigaku Eye Drops,|O 9791 N I Welfare
. (2-14. Shikinami,|Ophthamic Preparations S 2 |2
Pharmaceutical . o B B government of
Co. Lid Noto Hodatsushimizu-cho, S N N Japan
Pla.r’1t) Hakui-gun, Ishikawa,
Japan) X
. French  National
* Thudc vo trung: a @ Q Are::C at for
2 rue du Pressoir Vert,|+ Thudc san xuit vo tring: thudc|= |HPF/FR/164/|K |& gency
14 |Merck Sante R R o = F Medicines and
45400 Semoy, France  [dong kho. ) 2013 o o
£ A A A o > N Health  Products
* Thuoc khong vo trung: vién nén. — — Safety (ANSM) X
* Thudc khéng vo trung: thudc o | |French  National
29 Avenue Charles de|dung ngoai dang 1ong; dang bao ché % HPE/FR/48/2 cS\: § Agency for
15 |Famar Lyon Gaulle, 69230 Saint|rin khac (chta cephalosporine);|© 013 ) g Medicines and
Genis Laval, France dang bao ché ban rin; vién nén|3 % = |Health  Products
. N
(cephalosporins). Safety (ANSM) X
CHIESI Via San Leonardo 96 - a it
Via Palermo 26/A- Via : . = |CPP/2013/19|& ltalian  Medicines
A A (O] ~
16 IFQF;'\QACEUT'C Ortles 6 - 43100 Parma | > Pham: Brexin I |58 § Agency AIFA
T (PR), ltalia w g X
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San pham: Curosurf
( Co s san xuit ban thanh pham:
CHIESI FARMACEUTICI S.P.A -
CHIESI V!a San Leonardo 96 - Via San _Leonardo 96 - Via Palermo| o g ' N
17 |[FARMACEUTIC Via Palermo 26/A- Via [26/A- Vl'a Ortles 6 - 43100 Parma % CPP/2013/19 % Italian  Medicines
1SPA Ortles6-.43100 Parma |(PR), Italia. o N 5 31 = Agency AIFA
(PR), ltalia Co so dong goi: Fidia Farmaceutici| % a
S.P.A - Via Ponte Della Fabbrica
3/A, 35031 Abano Terme (PD),
Italia) X
* Thubc khong vo tring: vién nén
(bao gdém ca thudc hudng than,
hormon va chat c6 hoat tinh
Baronessa de Malda, 73, _ Lz e ™ 9 i
Laboratorio Aldo-{08950  Esplugues de horrAnon)\, thuoc udng d?ng longs| s INcrassen |8 |8 (Ministy of Health
18 . thuoc dung ngoai dang 16ng; thuodc| Q@ N > of Government of
Union SA Llobregat (Barcelona), hun mil (bao g . hormon val 2 01/CAT = S Catalonia - Spain
Spain phin 1 o gom a1 ks R S P
chat c6 hoat tinh hormon); dang bao
ché ban ran (bao gébm ca hormon va
chat c6 hoat tinh hormon). «
Avda. Cami Reial, 51- % @ S Spanish Agency of
- o o
19 éia.,%ﬁﬁCh and ZZ’“t:SISiAr PIePga:Tlljans San pham: vién nén Rupafin 10mg g 013/3407 § § Err:c?jcting Health
(Barcelona), Spain W S |S |[(AEMPS) X
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Reig Jofre, S.A
(Fab Toledo)

C/  Jarama,

Poligono Industrial, E-
45007 Toledo, Spain

San pham: Aciclovir Generis, thudc
bot pha dung dich hodc hén dich.
(Co s& san xuat ban thanh pham:
Reig Jofre, S.A (Fab Toledo) - C/
Jarama, s/n - Poligono Industrial, E-
45007 Toledo, Spain.

Co so dong goi: Reig Jofre, S.A
(Fab. Sant Joan Despi - Gran
Capita, 10, E - 08970 Sant Joan
Despi - Barcelona, Spain)

EU-GMP

1871/CM/20
13

10/09/2013

Portuguese
National Authority
of Medicines and
Health  Products,
IP (INFARMED)

21

Eli Lilly and
Company  Lilly
Corporate Center

Drop Code 2200, USA-
46285 Indianapolis,

Indiana. USA

San pham: Huminsulin Normal 100,
dung dich pha tiém.

(Co so san xuat: Eli Lilly and
Company Lilly Corporate Center -
Drop Code 2200, USA-46285
Indianapolis, Indiana, USA.

Co sé dong goi xuat xuong: Lilly
Pharma Fertigung und Distribution
GmbH & Co. KG - Teichweg 3,
35396 Giessen, Germany).

EU-GMP

LGBNO11

18/02/2013

Co quan thim
quyén Dt
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Eli Lilly and
Company  Lilly
Corporate Center

Drop Code 2200, USA-
46285 Indianapolis,

Indiana, USA

San pham: Huminsulin  Basal
(NPH) 100, héon dich pha tiém.

(Co so san xuat: Eli Lilly and
Company Lilly Corporate Center -
Drop Code 2200, USA-46285
Indianapolis, Indiana, USA.

Co so dong goi xuat xuong: Lilly
Pharma Fertigung und Distribution
GmbH & Co. KG - Teichweg 3,
35396 Giessen, Germany).

EU-GMP

LGBNO010

18/02/2013

Co quan thim
quyén Dt
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San pham: Huminsulin Profile 111
100, hon dich pha tiém.
(Co sé san xudt: Eli Lilly and
i - o
Eli Lilly and|Drop Code 2200, UsA-{SOmPany Lilly Corporate Center - o = :
. . . |Drop Code 2200, USA-46285 N Co quan tham
23 |[Company  Lilly|46285 Indianapolis,|, . . . O LGBNO09 (& A T
i Indianapolis, Indiana, USA. 5 o quyén Dtic
Corporate Center [Indiana, USA ., P , ol >
Co so dong goi xuat xuong: Lilly —
Pharma Fertigung und Distribution
GmbH & Co. KG - Teichweg 3,
35396 Giessen, Germany). X
Ay . .
Pharmaceuticals |or Nihonbashi- Ministry of Health,
hamacho 2-chome, Chuo = o]
Co., Ltd , 2 . ) 1= s Labour and
24 |(Ay ku, Tokyo, Japan San pham: Morihepamin, thudc| O 1968 N Welfare
. (6-8, Hachiman, [tiém. S 3
Pharmaceuticals . . - o = government of
Co. Iltd. Saitama Kawajima-machi, Hiki- S ~ Japan
Plant) gun, Saitama, Japan) X
AY 31-1 Nihonbashi-
Pharmaceuticals ' Ministry of Health,
Co.. Ltd hamacho 2-chome, Chuo % ® L abour and
! ku, Tokyo, Japan \ 2 . L en ) &
25 |(Ay . San pham: Neoamiyu, thuoc tiém. | X 1970 3 Welfare
. (6-8, Hachiman, < o
Pharmaceuticals . . - S = government of
Co.. Itd. Saitama Kawajima-machi, Hiki- S o~ Japan
Plant) gun, Saitama, Japan) X
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Glaxo Operations
UK Limited

Harmire Road, Barnard
Castle, Durham, DL12
8DT, United Kingdom

* Thube vo tring:

+ Thubc san xudt v tring: dung
dich thé tich 16n; dung dich thé tich
nho.

+ Thudc tiét trang cudi: dung dich
thé tich 1on; dung dich thé tich nho.
* Thudc khong vo tring: thudc
ding ngoai dang long; thudc ubng
dang 16ng; dang bao ché ran khéc;
dang bao ché ban rin; vién nén;
thudc com.

* Thudc sinh hoc: thuéc mién dich;
thudc cong nghé sinh hoc; thude co
ngudn gbc tir nguoi hodc dong vat;
thudc chira steroid, chéng khuan,
chéng nam.

EU-GMP

UK MIA 4
Insp
GMP/IMP
4/3848-0025

12/04/2014

12/03/2016

United Kingdom's
Medicines and
Healthcare
products
Regulatory Agency
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Merck
KgaA&Co. Werk
Spittal

9800
Drau,

Hosslgasse 20,
Spittal an der
Austria

* Thude khdng vo tring: vién nang
ctmg; thudc ding ngoai dang long;
thudc ubng dang long; dang bao ché
ran khac (vién nén bao duong, vién
nén bao phim); dang bao ché ban
ran; vién nén.

* Thudc tir dugc ligu: vién nén; vién
nén bao phim; vién nén bao duong;
vién nang cung.

EU-GMP

INS-480021-
0017-001
(8/10)

04/05/2012

25/01/2015

Austrian
Medicines and
Medical Devices
Agency (AGES)

28

Natur produkt
Pharma Sp.Z.0.0

30, Podstoczyko Str., 07-
300 Ostrow
Mazowiecka, Poland

* Thude khdng v tring: vién nang
ctng; thudc ubng dang 1ong; thude
bot sui bot; vién nén.

* Thude dugc ligu

EU_GMP

GIF-IW-N-
4022/231/12

08/10/2012

13/07/2015

Main
Pharmaceutical
Inspector, Poland
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* Thube vo tring:
+ Thubc san xudt v tring: dung
Bayer Pharma AG dich thf tlcfj lorn’; thuoc dor.lg kho N o ©
. i (bao gbém ca chira hormon); dung| s DE NW 04 |5 S 2
Bayer Pharma|Kaiser-Wilhelm-Allee, ) ' \ N N Co quan tham
29 dich thé tich nho. o _GMP_2013 | Pre) Ny
AG 51368 Leverkusen, POV e D — o quyén Dtic
German + Thuoc tiét trung cu01:.dung dich| 0038 = >
y thé tich 16n; dung dich thé tich nho. I A
* Thube khong vo tring: dang bao
ché ran khac; vién nén. X
Pol. Ind. Les Salines.|* Thudc khéng vo tring: vién nén;| o it ot -
Synthon Carrer Castello, 1, 08830|vién bao (bao gdm ca chit gay|= |NCF/1337/0 |R |& Ministry of Health
30 . i . o ) N . o J P~ of Government of
Hispania, SL Sant Boi de Llobregat|nghién, huéng than); vién nang|- 01/CAT - - . .
] i - o S - Catalonia - Spain
(Barcelona); Spain cung; pellet. ~ o X
* 5¢ vo trune:
5555 Valley Boulevard, Thuof Vofmng; A a « Q Spanish Agency of
. . . + Thudc san xuat vo trung: dungl s S S
Grifols Biological{Los Angeles, 90032] .. 2 e . L oan N N N Drugs ang Health
31 . . dich thé tich 16n; thuéc dong kho;[ Q@ ES/157H/13 | S S
Inc (GBI) (California), Estados dung dich thé tich nho 5 = S Products
Unidos, USA * Thudc sinh hoc: ché pham tir méu. -~ e (AEMPS) X
UK GMP| © United Kingdom's
Square Dhaka Unit, Kaliakoir,|, z A A e % 29943 Insp| S P Medicines and
32 |Pharmaceuticals |Gazipur, 1750, c&ihl-l?:éizoe’;g VO trung: vien nang Q GMP % % Healthcare
Ltd Bangladesh & ' D |29943/30940|S  |S  |products
3-0004 o - Regulatory Agency X
Senju 7671, Aza o S My of Healih
33 Pharmaceutical ~|Kazukanounonishi, Saiji,[San pham: Bronuck Ophthalmic 0] 3796 8 Welfare
Co,, Ltd.|Fukusakicho, ~Kanzaki-|Solution g S overnment o
Fukusaki Plant  |gun, Hyogo-ken, Japan S S ?apan «
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* Thube vo tring:
+ Thubc san xudt v tring: dung
dich thé tich 16n; dung dich thé tich
nho. ’ ’ UK MIA United Kingdom's
Reckitt Benckiser|Nottingham site, Thane|+ :l"huéc tiét trung cuodi: dung dich| o 12862 Insp g g medicines and
54 |Healthcare Road, Nottingham, |thé tich nho. g oMP & |&  [Healthcare
International Nottinghamshire, NG90|* Thuoc khong vo 'Efl]t:lg: vién nang| 5 12862/11909 § g‘ Products
Limited 2DB, United Kingdom [ctng; dang bao ché ran khac; vién| " 8-0008 3 = Regulatory Agency
nén. MHRA
* Thude sinh hoc: thuéc mién dich;
thudc cong nghé sinh hoc.
* Thudc tir duge liéu. X
N L0
Besins Groot  Bijgaardenstraat], Thudc khdng vé trung: dang bao % § § l;:gjirglnggencygsé
35 |Manufacturing 128, Drogenbos, B-| ..., . C O BE/2012/066| S S
Belgium S.A 1620, Belgium ché ban ran. a g UQ.’ Heal?h Product of
™ o Belgium X
. z R A a a = S French Health
. Dor_name de *’Thuoc kAhong v0 trur}g. vién qang S |upE/ER/193/ § § Products  Safety
36 [Janssen Cilag Malgremont, 27100 Val|cung; thuoc’dung ngoali dang long; g 2011 g g Agency
de Reuil, France dang bao che ban ran; vién nén. 0 B @ (AFSSAPS) X
Parqgue Tecnologico de L. a ot © Spanish Agency of
Astﬂrias, Parcelag 19, 20| Lhube VO trung: o = lesnssevin |8 |E D?ugs angg He);Ith
37 |Tecsolpar, S.A + Thuoc tiét trung cuoi: dung dich| Q S =
y 23, Llanera 33428« i h Ion: dung dich thé tich nho. |2 |° g |g |Products
(Asturias), Spain ’ ' ks 3 < |(AEMPS) X
Bayer Weimar GmbH - ©
Bayer  Weimar|und Co.KG * Thude khdng Vo tring: vién nén S |DE_TH_OH 3 |3 Co quan thim
38 [GmbH und|Dobereinerstrabe 20,[(chira hormon va chat ¢ hoat tinh| Q _GMP_2013- F S y o,
Co.KG 99427 Weimar,|hormon). o [0031 S S |awen buc
Germany ~ o X
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a - o Ministry of Health,
4-6-10 Koishikawa, % § § Labour and
39 |Eisai Co., Ltd Bunkyo-Ku, Tokyo,|[San phém: Myonal tablets 50mg s 3322 S E Welfare
Japan S S |S  |government  of
i ° < Japan X
* Thudc khdng vd tring (chira chat o | |French  National
, . . e N o — -
Laboratories 93 route de Monnaie, 37|°° hoat tinh 7hormon)A. thlfoc dungl s pprrios|S (S [ANY for
40 Chemineau 910 Vouvray. France ngoai dang long; thuoc uong dang| Q 2013 g 3 Medicines and
Y. long; dang bao ché rin khéc; thudc a 5 S Health  Products
phun mu; dang bao ché ban rén. - N Safety (ANSM) X
64/66 Westside Business|* Thudc khong vo tring chira chét| = I b=
EirGen Pharma . 1 huoc xnong , |2 |2013/6857/ |& | |Irish  Medicines
41 | . . Park, OId Kilmeaden|doc té bao: vién nang cung; vién[Q S 5
Limited . 5  [M1043 o o Board
Road, Waterford, Ireland [nén. o 3 >
N — X
Agency for
Id_reukzgzrrr(;a(cj:ev(tizi * Thube khong vo tring: dang bao| o ® |©  |Medicinal
- Perzonali 47, Prevalje,|ché réin khac (chtra khang sinh beta| = [450-25/2013-|& |&  |Products and
42 |Pharmaceuticals . A , , 9@ 3 S . .
dd), Production 2391, Slovenia lactam); vién nén (chira khang sinh{ 5 2 = = Medical Devices
0 beta lactam). L S |8  |of the Republic of
Site .
Slovenia X
UK MIA 142 United Kingdom's
Whiddon Valley,|, z . N e a Insp « 9 Medicines and
43 |Actavis UK |Barnstaple, NorthDevon, uihu(v)f?:;lg Vf)rfrsnr? vien flang S |GMP/GDP/I|S& |S  |Healthcare
Limited EX32  8NS, United|, = 0 00 T8 T 5 |mp S |8 |products
Kingdom Hoe ve et W 1142/6742- | |3 |Regulatory Agency
0029 MHRA X
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* Thube vo tring:
+ Thubc san xudt vo tring: dung
A.Menarini dich thé tich nhoé. a ® ©
44 |Manufacturing  |Via Sette Santi, 3 -|+ Thudc tiét tring cudi: dung dich g IT/226- & |& [talian Medicines
Logistics and|50131 Firenze (F1), ltalia|thé tich nho. 5 |3/H2013  |S |8  |Agency AIFA
Services S.R.L * Thude sinh hoc: thude ¢6 ngudn| 3 3
gdc tir dong vat (dang bao ché béan
ran). X
* Thudc khong vo trung:
+ Thudc san xudt vO trung: dung
dich thé tich 16n; thubc dong kho;
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