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Germany Pharmaceuticals GmbH ) e
L6  Z01-02-03a, g
. ;|[KCN/KCX  Tan M S (8 |Ministry of
Cong ty cb o : = S |5
39 hn duoc Thuan,  Phuong|Thuoc vién nén (cong van s6 5278/QLD-| <= N N Health, labour
D Gaui | |TAN Thuin DOng,(CL) % S |S  |and  Welfare,
P Q7, TP HCM, S S |R |apan
O

Viét Nam




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

Dot 4
2 . |s
NHA MAY . , - z. % |GIAY Z |CO QUAN
STT A - |PIA CHI PHAM VI CHUNG NHAN @ = - - L] s
CONG BO : : ’ E O |CN 'é '5 = |CAP
% z. z
* Thubc v trung;
sIC + Thudc san xuit vo tring: thubc bot
. . dong khoé; dung dich thudc tiém thé tich
Borshchahivs R Lo State
kiy chemical- nho (dgm ddc); thude bot. = Q Administration of
y : + Thudc tiét tring cudi: dung dich thuée| S |o0s/2012/| & |2 !
pharmaceutica (17 Myru, 03134,| .. 2, \ C G) N N Ukraine on
4 wly s . tiém the tich nhé (dung dich tiém). & SAUMP/ = > -
I plants|Kiev, Ukraine : n NP , =~ d o Medicinal
. . * Thuoc khéng vo trung: vién nang ctng;| © GMP ) P
Public  Joint- Lz \ . x L. o . — Products -
thuoc uong dang long (siro; hon dich); .
stock . PN , £ . Ukraine
dang bao ché ran khac (hat/com; bot
Company N iy L A
dung ngoai); thudc Vvién (vién nén; vién
bao)
* A A A ) . 1A 4 .
57 Polskiej MThuoc khorlg vO trLing. Ylen nang. cung;
Medana o vién nang mém; thuoc dung ngoai dang|a o~ 3 .
Organizacji A4 - ; Z| S GIF-IW-N{1 < o Main
Pharma . . long; thudc uong dang long;dang bao che N N .
7 Wojskowej  Str.,| . ) A, ; i 2 |9 4022/12/1 g S Pharmaceutical
Spolka . ran kKhac (goi bot); dang bao ché ban ran;| 5 L, =
AKevina 98-200  Sieradz, Vien nén: 0 2 % P Inspector, Poland
Y Poland L, o
* Thuoc thao duoc.
- X A A N . . , . <
Medana 73, . Wojska T.lfuoc khong‘A vO trur:g. v‘|en nang.cung, % GIE-IW-N o = Main
Pharma Polskiego Str., 98-|vién nang mém; thuoc dung ngoai dang N N .
8 . \ Xk \ s Z| @ 4022/13/1| < S Pharmaceutical
Spolka 200 Sieradz, {long; thuoc uong dang long; dang bao che| = ) % = Inspector. Poland
Akcyjna Poland rén khéc (26i bot); bén rin; vién nén. | L & |3 pector,




* Thude vé trung;
+Thubc san xuat vo trung: dung dich

i ' . X . <
Pharmaceuttica 19, = Pelplinska, 5. tiem hé tich nho; dung dich thuée| S |GIF-IW-N{ Z |2 |Main
Is Works|Str., 83-200]. ., P N C\l .

9 tiém thé tich 16n; Q 4022/113/| X = Pharmaceutical
Polpharma Starogard 2 ns eon Z. . =) D o
SA Gdanski. Poland + Thuoc tiét trung cuoi: dung dich thuoc| 11 © = Inspector, Poland

' ! tiém thé tich nho; dung dich thude tiém e
thé tich 16m.
Pharmaceuticals
. |Works Polpharma <
:?sharmac\?\lljct)lr(;(as SA * Thube khong vé triing: vién nang ctn = GIF-IW-Ni - & |5 |Main

10 19, Pelplinska| ., 4o g g g cume, O 4022/27/1 & S Pharmaceutical

Polpharma vién nén. - = —
Str., 83-200 o 2 ™ = Inspector, Poland
SA Starogard ~ -
Gdanski, Poland
*Thubc khong vo tring: vién nang cung;
-A A . A ~ . <
Medana 10, _ Wladyslawa vqlen.nang mem thuoc qdur?g ngoal‘ dan% % GIE-IW-N g = Main
Pharma Lokietka Str., 98-[long; thuoc uong dang 1ong; dang bao ché N N .

11 . . AP, N s 2 |9 4022/11/1| S S Pharmaceutical
Spolka 200 Sieradz, |ran khac (goi bot); dang bao ché ban ran;| = . g = Inspector. Poland
Akcyjna Poland vién nén. L N pecion,

* Thude thao dugc.
R.P. Scherer
R.P.  Scherer|Gammelsbacher |, £ R T v |a DE BW_ = S

4 |GmbH & cofstr2, 60412 thzgg“l’féihogfn"olgl“”ga;’;e”bgznghrgergl’ 2 |ooeMP_| & |& |Co quan c6 thim
KG GmbH -+ Eberbach, Baden -|, > L8 ©A08 B (ARE 5 |e012.010] 2 |8 |quyénobuc
Co KG Wurttemberg, ac (vién nang tryc trang va am dao). o 1 > S

Germany




* Thubc vO tring: thubc dong khd, thudce
bot pha tiém/tiém truyén (cac thudc bot

pha tiém: Amoxicillin, Ampicillin,
Survey no 314,|Ampicillin& Sulbactam, Flucloxacillin,
Bachubally Piperacillin/Tazobactam). o
Aurobindo Village, * Thubc khong vo tring: vién nén (cac % 459/12.01 g § Finnish
15 Pharma  Unit|Quathubullapur  [vién nén Co-amoxiclav, Flucloxacillin,| @ 01/201'2 g § Medicines
Xl Mandal, R.R.|Pheoxymethyl penicillin, a ' &3 > Agency (FIMEA)
District,  Andra|Pivmeccillinam), vién nang cing ( Cac e
Pradesh, India vién nang cang: Amoxicillin, Cloxacillin,
Flucloxacillin), thudc bot pha hdon dich
udng (cac thudc bot Amoxicillin, Co-
amoxiclav, Flucloxacillin).
* Thubc v trung;
+ Thubc san xuat vO tring: thudc dong
Aquitaine Pharm|kho (thudc c6 hoat chat ¢ hoat tinh hoc
Pierre  Fabre|International  1,|mén), dung dich thudc tiém thé tich nhé| S HPE/ER/2 § § Erer(;cht I;e?If[h
17 Medicament |Avenue du Bearn|(chat doc té bao/chat kim té bao). Q 28/2011 S |3 Aroenucc > oAl
Production 64320  IDRON, |+ Thuéc tiét tring cuéi: Dung dich thude| 2 S |8 AngsyAPs
France tiém thé tich nho e | )
* Thubc sinh hoc: san pham c6ng nghé
sinh hoc
134136296, Thudc yé trung: ’ \ N N = ?Itj:lirol Miijg;g:::i/s
SANITAS, Veiveriug. 134B.|+ T;hu(.)f sanxx’uat voq trung: dung dich| s LT/OLH/2 = S Ministry of
21 LT-46352, thuoc tiém thé tich nho; o N S
AB SR ' . £ |5 012 = — Health of the
Kaunas -1+ Thqu tiét trung cuoi: dung dich thuoc| 5 S Republic of
Lithuania tiém thé tich nho. - P

Lithuania




UK GMP United Kingdom's
: ’ o -
Catalent 1190 Enterprise Thuoc khdng vo trung: vién nang cing; % 20657 o pa medicines and
Drive, ) A i = Insp N N Healthcare
23 Pharma . cac dang bao ché ran kh&c; vién nén;(Q q F
Solutions LLC | /Vinchester, thubc bot; hat bao > 20657 % |g |Products
40391, US o ' L 873857- N |5 |Regulatory
0002 Agency MHRA
UK GMP United Kingdom's
Verna Industrial a 14694 - medicines  and
31 Cipla Ltd|Area, Verna,|Thuc khdng vo tring: vién nang cung; % Insp GMP| & Healthcare
(Unit VIII)  |Salcette, GOA, In-|thudc udng dang léng; vién nén 5 14694/33 g Products
403 722-India L 6386- — Regulatory
0003 Agency MHRA
SP-289(A), RIICO i\tg:sinistration of
- A A A N . A N yil o o
Kusum Industrla! Area,| Thuoc }(hong vO tru‘ng. th;uoc, dur!g nggAal S 025/2012/ o = Ukraine on
Chopanki, dang long, dang bao ché ban ran, vién{ © I N ..
33 Healthcare . . . R R A s , < | & SAUMP/ N S Medicinal
Bhiwadi, nén, thuoc khong vo trung khac (thuoc|:= Ny o
Pvt. Ltd i . p O GMP i 5 Products
Dist.Alwar(Rajast [com) o ™ o (SAUMP) i
an)-India Ukraine
Temmler Pharma|Thudc khéng vo tring: vién nang cing; o
Temmler GmbH & Co. KG |thude ding ngoai dang léng; thubc ubng| = DE HEO| = |& .
. X L e o2 S N Co quan tham
36 Pharma GmbH|Temmlerstrape 2,|dang long; cac dang bao ché ran khac| @ 1 GMP_2 g = uvén Dire
& Co. KG 35039  Marburg,|(thuc giai phéng thay dbi, thubc cém,| ) 012.0002| o g |1
—

Hesse, Germany

thuoc bot, vién nén bao duong); vién nén.




*Thudc vo tring;
+ Thudc san xuat vO trung: dung dich

Mondseestrabe X i 2 X o INS- o © Austrian
Ebewe Pharmal 11 *g66 Unterach| "u0¢ tiém the tich nho. = lagoo20- | § |  |Medicines and
42 GmbH Nfg + Thuoc tiét trung cuodi: dung dich thuoc| @ N = . .
KG am AUISE., | .« 1% 1 nho -) 0053-001 | w |9 Medical Devices
. . w < Te)
Austria * Thubc sinh hoc: Thuéc mién dich; (12/20) o Agency (AGES)
thudc c6 ngudn gdc tir ngudi/dong vat.
Damastown £ A A . |a o~ ©
43 |Rottapharm findustrial  Park, \Tgaoﬁéﬁh?ggé\éobgtunﬁé \éf: n;ir;i g:llogc % 3627/201 § &  |Irish  Medicines
Ltd Mulhuddard, |77 7" Lp gd 3 |2/ms68 s |2 |Board IMB)
Dublin 15, Ireland |"°"&" L ~ &
* Thudc vo trang:
+ Thubc san xuat vo trong: dung dich
thudc tiém thé tich 16n; dong khd; dung
Boehrinaer dich thudc tiém thé tich 16n.
. elhei?n oharma| * Thude tiét tring cudi: dung dich thude
e o K. |tiém thé tich nho,
Boehringer Birkendorfer. Str * Thude khong vo tring: vién nang cing;| o DE_BW_ o ©
45 Ingelheim 65 88397' dang bao ché rin (thudc bot, thudc com, ?D 0LGMP_| & |& |Co quan thim
Pharma GmbH| oo~ | ' [pellet); vien nén. = 2012- % S |quyén Dirc
+ Co. KG Baden. “'|* Thube sinh hoc: Thudc cdng nghé sinh| 0024 = |8
Wurrttemberg -|19¢ (DNA/Protein tai to hop); cac thudc
Germany 9 “lsinh hoc khac (Protein tai t& hop, khang

thé don dong; cytokines)

* Dugc chat: dugc chit cong nghé sinh
hoc khac:protein tai t6 hop, khang thé
don dong, cytokines.

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




Pot 5

o
s 2 |8
NHA MAY , , ] 7z 2 |GIAY © |= z|co QUAN
A - |PIA CHI PHAM VI CHUNG NHAN @ = - <|
CONG BO : : ’ E O |CN é g = |CAP
(29 z 4
JI. M. H. Thamrin
Blok A3-1[Thubc vién nén va vién bao khong chira = oworoz| & | National Agency
PT. Kalbe|Kawasan Industri|lkhang sinh (khéng bao gdbm thudc tranh 0 331' Oé 1 < 8 for Drug and
Farma Tbk. Delta Silikon|thai, héc mon sinh duc va chat kim ham 8 '240'73 ' g 3 Food Control,
Lippo  Cikarang, |té bao) = ' = |3 Indonesia
Bekasi-Indonesia
* Thudc san xuit vO tring: thubc bot
chira khang sinh nhom Cephalosporin va
Borgo san Penicillin.
* J4 N N SN . A <
Michele S.S 156| ¢ tict trung cudi: Dung dich thude| 5 0. S |2 |AFA  Halian
Haupt Pharmay, = 47 60p, | iém the tich nho. d  |omeor| S |§  |Medicines
latina S.R.L 041'00 L,atina; * Thude khéng vo tring: Vién nang cing| S 5 E o Adenc
. (chira penicillins), thubc bot (chira| @ = |9 gency
(LT), Italia - A , L
penicillin), vién nén (chaa penicillins),
dang bao ché ban ran; thudc ding ngoai
dang l6ng, thudc udng dang long.
Via Franco * Thubc san xuat vo tring: Thudc dong <«
'[khé chtra khang sinh Penicillin, dung a IT/74- = b AIFA Italian
Wyeth Lederle{Gorgone Z.I -|.. L eia 2 e \ . . ; N N ..
._|dich thuoc tiém thé tich nho (khang sinh| o 11/H/201 = S Medicines
S.p.a 95100 Catania N L oan £ 4 i S ® o
(CT), Ital Penicillin, chat doc t¢ bao/chat kim t&| 5 2 S = Agency
ety bao). ~
* Thudc khéng vo tring: vién nén; vién
Bd. Dunarii nr.54,|bao phim; vién bao duong; vién nang N — <« National Agency
. | S -
SC.  Arena/omuna ewme. 1= lozoory| & |§ |For  Medicine
Groun S.A Voluntari,  Jud.|+ Thuoc chtra khang sinh beta lactam:|Q RO S > And Medical
P> lIfov, cod 077910,|vién nang clng. 2 g g Devices -
Romania + Thudc chaa corticosteroid: vién nén, i o Romania

vién nang.




Lo
£ A A N . J4 I N o N —
Nobelfarm_a} Sancaklar 81100, Thuf).c khong v trqu.. thu?C l‘ing dung) = BG/GMP/ S Q Bulgarian  Drug
5 Ilac Sanayii ve Duzce - Turke ngoai (dang phun mu); thudc udng dang| Q 9012/031 N = Adenc
Ticaret A.S Y liong (siro va hdn dich uéng) > S gency
* Thubc v trung;
1776 North|+ Thudc san xuit vo tring: thubc dong|a N S |Spanish Agency
9 Hospira Inc. | Centennial  Drive, |kho; dung dich thudc tiém thé tich nho; g ES/151H/| & |& |of Drugs and
P " [McPherson, + Thudc tiét tring cudi: dung dich thuéc| 5 12 S |2  [Health Products
67460, My tiém thé tich nho. L 2 |®  |(AEMPS)
* Thube cong nghé sinh hoc.
No. 50,
Kfiyarambedu * Thubc khong vo tring: vién nang cimg; UK GMP o Unltgq Kingdom's
Village, Y T ¢ la 31201 o o medicines  and
Medopharm vién nén; thudc bot khd dé pha hon dich| S = o
. Guduvanchery 2 Insp GMP| o N Healthcare
= Private Chengalpet uong. 9 31201/34 & = Products
Limited ) g P . |* Thudc sinh hoc: Thudc chta beta- a g g
District, Tamil lactam 9094- S Regulatory
Nadu, In-603 203, ' 0005 Agency MHRA
India
JL. TB|, ,: A , N e s - la ~ <« The national
Simatupang No. 8 Vlep nang cone kh?”g p%lal khf:mgA .SI.n;h = PW.01.02 P p Agency for Drug
12 PT. Merck Pasar Rebo (khdng bao gom thudc ngwra thai; noi tiet| © 331.10.1 Q N and Food
Thk .~ " |tb sinh duc khac va cac thudc kim ham té[ -2 RO a2 |S
Jakarta Timur b3o) O 2.6343 = S Control,
13760, Indonesia o « « Indonesia
JL. TB|, .. s A . v Lidcnnl o N <« The national
Simatupang No. 8 \{len baAo va Vien nen kt\ong Phal k_hanAg = PW.01.02| 3 |38 Agency for Drug
13 PT. Merck Pasar Rebo sinh(khdng bao gém thudc ngura thai; ndi| O 331.10.1 8 |] and Food
Thk " 1tiét t6 sinh duc khac va céac thude kim|L ROSUE a |8
Jakarta Timur ham té bao) O 2.6344 = = Control,
13760, Indonesia . « < Indonesia
JL. TB|, « ... A L o la ~ < The national
Simatupang No. 8 Thquc tiem ‘AkhongA’ pha‘l kha}ngA.Sl‘nﬂh = PW.01.02 b= b= Agency for Drug
14 PT. Merck Pasar Rebo (khdng bao gom thuoc ngtra thai; noi tiét 0] 331.10.1 S N and Food
Thk .~ " |tb sinh duc khac va cac thudc kim ham té[ -2 RO g |8
Jakarta Timur b3o) &) 2.6345 — o Control,
13760, Indonesia . “ | |Indonesia




JL. B o N <« The national

Simatupang No. 8 Iy . A A s | = PW.01.02 = S Agency for Drug
15 _FI’_'tI)'k Merck Pasar Rebo ;l"ilrl]lrl]oc long dung uong khdng phai khang g 331101 g g and Food

Jakarta Timur O 2.6346 S S'. Control,

13760, Indonesia o « < Indonesia

Grunenthal GmbH

Zieglerstrabe  6,|*Thudc tiét tring cudi: dung dich thudc| DENW_| o [

16 Grunenthal ~ |52078  Aachen,|tiém thé tich nho. (ED 04 GMP_| & |& |Co quan thim
GmbH North Rhine -|[* Thudc khong vo trung: thubc ding|- 2012_001 g & |quyén Duc
Westphalia, ngoai dang l6ng; thubc ubng dang long. | 7 N =

Germany
* Thubc vo trung;
+ Thudc san xuat vo tring: dung dich
52 rue Marcel et thudc t;lem.fhe t\ICh nh‘?% . : la N 2! French National
+ Thuoc tiét trung cudi: dung dich thuoc = s S
Jacques Gaucher,] .. P \ , . HPF/IFR/2| & N Drug and Health
18 CENEXI tiém thé tich nho (chira sulphonamides). | O = F
94120 Fontenay|, Thuée khdng vé tring: vién nang cim;| 2 00/2012 . o Products  Safety
: 4 . >| W o) o
Sous Bois, Phap thudc udng dang long(sulphonamides); - - Agency (ANSM)
thudc dan; Vién nén (chtra
sulphonamides).
* Thubc vé trung;
+ Thudc san xuat vo trong: dung dich
Via Cavalli Di thuo_c tler_n thé t:ch nflo( chlrra
corticosteroid); thuoc  bot  (chtra
. Bronzo, No 39-45 ) a N S .
Esseti 80046 san cephalosporin) ; = IT/16- p=| S AIFA Italian
19  |Farmaceutici | .. . + Thudc tiét tring cudi: dung dich thude| @ 8 S Medicines
SR.L Glorgio Altiem thé tich nh S PHR0Z ) S 1S agenc
N Cremano € € 11C 0. T} a S g y

(Napoli), Italy

* Thube khéng vo tring: vién nang ctng;
thudc dung ngoai dang 16ng; thubc udng
dang long; thudc cém; dang bao ché béan
ran; thudc dat; vién nén.




Plot No.21-21, State
: Phase-I o N = Administration of
’ . g = P
Alembic . |Jharmajri, Baddi,|Thuoc khéng vo6 trung: thudc uéng dang| ©® 01272012/ § N Ukraine on
20 Pharmaceutica | . ) on & SAUMP/ q S .
Is Limited Distt. Solan,|long; vién nén. o GMP g o Medicinal
Himachal Pradesh; o — 3 Products -
173205, INDIA Ukraine
ianiclki * A A A tring: via o <
Pabianickie 5,_ ME_:II‘SZ. J. TEluOC\ khong vo trung: )/len nanAg Cu’A’ng, % GIE-W-Nl 2 = Main
Zaklady Pilsudskiego Str,|thuoc dung ngoai dang 16ng; thuoc uong N N .

22 . ) L a2 o 4022/180/ N S Pharmaceutical
Farmaceutycz |95-200 Pabianice,|dang long; thudc bot; vién nén; 5 11 N S Inspector. Poland
ne Polfa S.A |Poland * Thudc thao dugc. L = |3 pector,

iovi ] — <
7ngkjaVIkurl\geguer * Thuoc khdng v trung: vién nang cing; % § § Icelandic
25  |Actavis hf. - dang bao ché ran khéc (thudc cém); vién| @ 1S/03/11 S |s  |Medicines
Hafnarfjorour, . - < <
Iceland nén. 0 5 Yo Agency (IMA)




* Thubc v trung;

+ Thudc san xuét vo tring: thudc dong
kho; dang bao ché ban rin; dung dich
thudc tiém thé tich nho; thubc cdy ghép
dang ran; thudc san xuat vd tring khac

(thudbc bot, thuéc kim t& bao,
Cephalosporin va thiét bi tiém khéng kim
L . |tiém). . . !
ég\]/?;lsr:]::n DIIVe, . Thuée tiét triing cudi: dung dich thude $7§57M'A s zzgfc‘?n};”gdogj
. gham, tiém thé tich nho, thude tiét tring cudi| = H g
08 Patheon  UK|Swindon, Khiic (chét kim t& bao, thubc dép) % Insp L | Healthcare
Limited Wiltshire, ~ SN3[,"- ¢ " 80 flvién rlljaﬁ e D |[GMPIMP| £ IS |Products
oBZ, United thuc”'xl:l khun gthém t?lluéc dan ; n ogg - 17857/10 |~ & |Regulatory
Kingdom nung tham, ng ng 036-0027 Agency MHRA
dang long; thuoc uong dang léng; dang
bao ché rin khac: dang bao ché ban rin;
thuéc dan; vién nén; thudc khong vo
trung khac (thubc dép).
* Thudc sinh hoc: ché phém tr mau;
thudc mién dich; thudc diéu tri gen; thube
cong nghé sinh hoc; thuéc ngudn goc tir
nguoi hodc dong vat.
Haupt Pharma Th}locAkhcing‘vo tiungg\ chu;a Ifh:.;mg sinh;
Amarea GmbH chat doc té bao/chat kim té€ bao; hormon N o
Haupt Pharma g va cac chat c6 hoat tinh hormon, chat % DE BY 0 < b= 2
Donaustaufer XL " . JER Q (\I Co quan tham
29 Amareg Strabe 378. 93055/Mn dich:: vién nang cung; thuoc dung| @ 4_GMP_2| § > avén Ditc
GmbH Re ensbur1 ngoai dang long; thudc udng dang long; a 012_0091 § S e
g g dang bao ché ran khac; dang bao ché ban e
Germany

ran; thuoc dan; vién nén.




* Thuoc vo trung:

United Kingdom's

Lotus  BUSINeSS| 1 & san xudt vo trung: thudc déng UK GMPI | |medicines  and
. . o —
%0 F'\,/;f:rﬁzns ;ir:a off '\A‘;"A’L'gr‘f kho; thube bot pha tiém. = Il:SSZgMP S |Q  |Healthcare
Limited W) " Mumbai | Thude khong vo tring: vién nang ctng;| 5 19;26/39 % S |Products
’ . vién nang mém; dang bao ché ban ran;| — S Regulatory
400 053, India Vien nén 398-0002 Agency MHRA
SBloton SA. E/;:é(i)enrz&spz\l Ll Thudc san xuat vo tring: dung dich ~ o
S YS% O lthube tiém thé tich nho. S lGIFwWN{ 2 |Z  [Main
Staroscinska., |Poznanska Str., 05 N . £ N N .
31 02-516 850 Ozarow * Nguyén liéu sinh hoc 1am thudec. o 4022/236/| S S Pharmaceutical
o * Thudc sinh hoc: thudc cong nghé sinh| 3 12 S |8 Inspector, Poland
Warsaw, Mazowiecki, hoc — S
Poland Poland i
Teva g:/;n q g peéact)l(c))ns Thudc khéng vé tring: vién nang ctng;| o GIE-IW-N N o Main
Operations P-£0-0- 1\ 18c diing ngoai dang 16ng; thubc ubng| = < | .
36 80, Mogilska Str., \ L o 1 Q@ 4022/238/ S > Pharmaceutical
Poland Sp. Z dang long; thuoc ran phan lieu khac| 5 - o
31-546  Krakow, >z X 1. £ L m 12 S S Inspector, Poland
0.0. Poland (thuoc com pha hon dich uéng); vién nén. — N
Les . z R A n . la N pul National Agency
Laboratories |00 foute de|™ Thuoc khoi‘gl’o trung: vien nang cng;| = HPF/FR/L| & |[&  |of Medicine and
38 . Saran, 45520|dang bao ché ran, vién nén (tai ché chat| Q S o)
Servier Gidv. France doc té bao) 5 85/2012 = o Health Safety
Industrie Y. ' L & |®  |(ANSM)
Nycomed (Werk
Singen), Robert-|_ Lo
Bosch-Strasse 8, Thquc Voqtrung; A e L e
oema der + Thudc san xuat vO trung: thudc dong DE BW <
. kho. o BW_ I o |3 q
Nycomed Grundrissplane |, £ R A s = 01_GMP o N Co quan tham
: 0 — - = .
o embH vom 2507.2011,| Lhudc khong VO tring: thuoe dungi 3 1o01) o5 S |5 |quyén buc
. ngoai dang 16ng, thudc udng dang long,| g S o)
78224 Slngen, \ L. z Z z 8 o
Baden- dang bao ché ban ran, thuoc dan, thuoc
Wurttemberg, dat am dao.

Germany




Dr. Willmar
Schwabe GmbH
& Co. KG

Willmar-Schwabe-

* Thude khéng vo tring: vién nang ctng;
thudc dung ngoai dang 16ng; thudc ubng

Dr.  Willmar|Strabe 4, gemab . NI o DEBW_| ~ |3
4 |Schwabe den mit Schreiben Sg?%ﬁigf’c%ilg dzio Clellelgf Si l;zz:l (tggzc (29 01 GMP_| & |& |[Co quan thim
GmbH & Co.lvom 22.07.2009, 25 7 W € &p MECONE T 12012001 & |S  |quyén Buc
KG vorgelegten P . L 7 ~ |8
*Thuoc duoc liéu.
Planen, 76227 * Thudc vi lvgng dong can
Karlsruhe, Baden- uoe vi lugng dong can.
Wurttemberg,
Germany
Frankland Road, UK MIA United Kingdom's
’ o .
Catalent UK Bla.grove, * Thuoc khéng vé trung: Vién nén, vién % 14023 = b medicines - and
. Swindon, A . . < N Healthcare
43 Swindon - nén dong kho (Zydis) Q Insp GMP| < PN
L Wiltshire, ~ SN5 L. A x o - o o Products
Zydis Limited .. |* Thuoc sinh hoc: Thudc miéen dich 0 14023/45 S S
8RU, United 24-0012 N Y Regulatory
Kingdom Agency MHRA
* X ~ o~ . X . X
15 Brodie Hall ,Thuof ngtrung. thu9c da;mg 99" thude o~ 3 Therapeutic
. . hit; thuoc tiém; dung dich rira vét thuong; MI-2011- i S
Pfizer (Perth)|Drive Technology . £ PIC/s- < N Goods
45 dung dich thudc. L1-02040- =S = L. .
Pty Ltd Park, Bentley WA J R A o, |[GMP Q0 o Administration -
. * Thuoc khéng vo trung: thudc hit; thuode 3 S P
6102, Australia 2 s X J N — TGA
uong dang long; dung dich thuoc.
Vién nén (chtra Penicillins); vién nang National
121, Jalan Tunku|ctg (chtra penicillins); vién nang mém;| < N S .
C 2 e o= s |s Pharmaceutical
. Abdul  Rahman,|thudc uong dang 16ng; thudc dung ngoai| © N N
46 Hovid Berhad ] z A L : | 460/12 3 > Control Bureau,
30010 Ipoh,|(dang 16ng; thuoc kem va lotion; thuoc S < o Miniistr of
Perak, Malaysia |m&; bot pha hdn dich va thude cém (chua| & NN y

penicillins).

Health Malaysia.
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PT.
Medica

Dexa

JI. Jend.
Bambang Utoyo
No0.138
Palembang
Indonesia

* Thudc khéng chaa khéng sinh,
khéng bao gom thudc tranh thai,
hormon sinh duc, chit kim té bao:
vién nang cirng; vién nén; vién bao.

* Thubc chira Cephalosporin va dan
xuat, bao gébm Carbapenem va din
xuat, khéng bao gdém beta lactam va
dan xuat khac (Penicillins, Imipenem):
vién nang ctmng; thudc bot v tring
pha tiém; hon dich kho; vién bao.

* Thudc chira khang sinh khong bao
gdm betalactam va dan xuét: hon dich
khé; vién nén; vién bao; vién nang
cung.

* Thude bot uéng khdng chira khang
sinh; hon dich khé khong chira khang
sinh; vién sui khong chira khang sinh.

PIC/s-GMP

PW.01.0
2.331.08.
12.4106

14/8/2012

14/08/2014

National

Agency for
Drug and Food
Control of
Republic of
Indonesia




Co sO san xuat:

Rottendorf Co  s&
Pharma GmbH san xuAt:
Ostenfelder DE NW'
Strabe 51-61, £ R A n -
59320 * Thuoc khong vO trung: vién nang _05_ GM
. cing; Vién nang mém; thudc bot,|a P_2012 S
Rottendorf  [Ennigerloh, 2 e S ey T S |3 3
thuoc com, pellet (chira hoat chat nguy 0022 o I Co quan tham
48 Pharma Germany. A ) S Q9 RS N X s
1 ...|[co tiém tang: tamoxifen, Flutamide,| 5 Co so0| © | quyén Buc
GmbH Co s¢ dong goi: . o, J A , LS S
Clomifen va cac chat tuong tu); vién dong goi: N
Rottendorf e oen e en
nén (vién sui, vién bao). DE_NW
Pharma GmbH 05 GM
Am Fleigendahl b 2012
3, 59320 0023
Ennigerloh,
Germanv.
Khasra No.
1342/1/2, Hilltop
Industrial Area, UK GMP United
Jhramajri, 24881 o Kingdom's
Village Bhatoli|, f oA S Insp S |g |medicines and
50 USV Limited |Kalan, Baddi, th Té}::u:gmkhong VO trung: vien nen; ©) GMP % g Healthcare
Tehsil Nalagarh,|" = ' D |24881/44) & |§  |Products
Himachal 15033- Regulatory
Pradesh, District 0001 Agency MHRA
Solan, In-173

205, India




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

Dot 6
Q
= 2 |5
STT NHA MAY PIA CHI PHAM VI CHUNG NHAN & s GIAY (; E Z.|CO QUAN
CONGBO |~ : : = O|CN 3 I5F CAP
Qo z. 4
Z
iiruprial
. . Ar_nbam Lifel, Thudc khong vo trung: Vién nang UK GMP Umt_ed_ Kingdom's
Reliance life|science centre citng: vién nén; Thuc ung thur (Vién nén| 2 41432 N o medicines  and
) sciences (DALC)  Thane| g’vién i CL,mg Vign  nén ! Insp GMP| & |&  [Healthcare
private limited|Belapur road o g cung. VIEn - NN < 41432/66 | S |8  |Products
.[Capecitabine, vién nén Imatinib, vién| G S p=
(plant 6) rabale Navi nang clmg Temozolomide) 18812- — — Regulatory
Mumbai IN-| N8 CHne ' 0001 Agency MHRA
ANNTNA Lndia
* Thudc vo trang:
Hameln + Thudc san xuat vo trang:
Pharmaceuticals |~ P1ne dich thudc tiém thé tich 16n;
Hameln Gmbh - I})II:ngdfliﬁh thudce tiém thé tich nho; a DE_NI 0 g g . -
4 Pharmaceutica [Langes Feld 13 ;‘T(l)lrll,l 6clctiét triing cudi: %' 2 GMP_2 % % qsygﬁi?ﬁacgécam
Is Gmbh igvgj |_S|Z>T:r:n - Dung dich thudc tiém thé tich 16n; dung| © 0120004 3 N
o Y|dich thudc tiém thé tich nho.
y * Thube sinh hoc:Thube mién dich (Vic
xin vi rat bt hoat)
Frankland Road UK MIA " rﬂzgiegnt;ngdogg
Catalent UK|Blagrove Swindon|* Thudc khdng vo tring: Vién nén, vién a 14023 g 3 Healthcare
6 Swindon Wiltshire  SN5|nén dong kho (Zydis) o Insp GMP| & | Droducts
Zydis Limited |8RU United|* Thudc sinh hoc: Thudc mién dich ?D 14023/45 S |8
Kingdom 740012 | | |Regulatory

Agency MHRA




* Thube vé trung;

+ Thudc san xuat vo tring: Thudc dong
khd (hoc mdn va cac chat c6 hoat tinh
hoc mén); thudc tiém thé tich nho (hoc
mon va chit c6 hoat tinh hoc mon)

Vetter  Pharma- L enn s £
Fertiaun + Thudc tiét trung cuoi:
Vetter Pharma] gung - Thuéc tiém thé tich nho (héc mén va| o DEBW | « [®©
. Schutzenstr. 87| . . , A 0 = o 2
Fertigung und 99-101 chat c6 hoat tinh hoc moén) O 01_GMP_| & N Co quan tham
GmbH & Co.loq, '|* Thudc sinh hoc: S 2012_005 g S |quyénBuc
KG - Ché pham tir mau: ché phdm tir huyét| © 4 S8
Ravensburg, i
German thanh
y - Thuéc mién dich’
- Thude c6ng nghé sinh hoc (héc mén va
chat c6 hoat tinh héc mon)'
- San pham c6 ngudn gdc tir nguoi hoic
dong vat.
* Thubc khéng vd tring: Vién nang
40 Boulevard de|ctimg; thudc ubng dang long; dang bao 5 o pul French National
Patheon Champaret 38300|ché ran; thudc phun ml; vién nén (chua g_.J HPF/FR/L| & |& |Drug and Health
France Bourgoin Jallieu,|hdc mon) S 83/2012 a 5 Products  Safety
france * Thubc sinh hoc: Vién nang ctmg chira| © S |Y  |Agency (ANSM)

bao tr vi khuan.




O
\%
, 5
Giay 'z
. O
San phim thudc bot pha tiém Bitazid iﬁ:ﬁg -
(Ceftazidime for Injection 19) GMP' g
+ (Co sé san xuat: Hikma Farmaceutica DE NW S o
) Lohstrasse 2, D-[(Portugal, S.A. - Estrada do Rio da Mo n. % P o pa 2
Sanavita 01 GMP_ A N Co quan tham
10 . 159368 Werne,|8, 8A, 8B - Fervenca, 2705-906(0O P~ A,
Pharmaceutica 3 2012 000 = |8  |quyénbic
Is GmbH Germany Terrugem SNT - Portugal) 0 1 @) S
+ Co so xudt xuong: Sanavita Giky CPP: ~<§ e
. ; o
Pharmaceuticals GmbH ) 24.05.01. 3
11.6223- | “
0094
* Thubc khong chira khang sinh, chét
tranh thai, hormon sinh duc va chat kim
té bao: vién nang cimg; vién nén; vién
Co so 1 J1|P
ndustri 191 Thubc khéang sinh (khdng bao gom S owoloz| o | [National Agency
PT. Sanbe| .. . '|khang sinh beta lactam khéac va céc dan| o o Q Q For Drug and
11 Cimahi, Bandung { . . , x N S .331.10.1 S S
Farrma Indonesia xuat): vién nang cimg; vién nén; vién| 5 2 6172 = = Food Control,
' bao; thudc udng dang long. o ' = 2 Indonesia

* Thubc udng khdng chira khéang sinh
dang long; vién bao chira hormon sinh
duc va chét tranh thai; vién nén chia
hormon sinh duc va chét tranh thai.




* Thubc chta penicillin vad dan xuét
(khdng bao gom cac khang sinh
betalactam khac va dan xuat): vién nén;

Co so 2: JL|vién nang ctmg; vién bao; hon dich kho
Leuwigajah  No.|udng; thudc bt vo tring pha tiém.
12 162 Cimindi,|* Thudc chtra Cephalosporin va din xuit
Cimahi, bandung -|(khéng bao gém khéang sinh beta lactam
Indonesia. khéc va dan xuat): vién nang ctng; vién
bao; hdn dich khd ubng; thubc bot vo
trung pha tiém bao gém ca din xuét
penem.
* Thube vo tring khéng chira khang sinh
(khdng bao gém chat tranh thai, hormon
sinh duc; chat kim té bao): thubc bot vo
\ trung; thudc tiém.
N | B 2 , i n 3
Co 9 3L Thuoc khang sinh (khéng bao gom beta
Industri Cimareme L x ) VA
lactam khac va dan xuat): thuoc bot vo
No. 8, Kompleks|, . Ak A A
. trung pha tiém; thuoc pha tiém vé trung;
13 Industri PR N X oaen : \
Cimareme thude tiém truyén; thudc tiém; thuoc nho
’ mat vo tring; thudc md tra mat v tring;
Padalarang, I f et A
Bangdung _|thude qho tai vo trung.
. * Thuoc vO trung khéng chira khéang
Indonesia. . A~ 2 z N
sinh: thuéc mé& tra mat; thudc nhil tuong
béo; thuéc nhé mat; thudc tiem truyén vO
trung; thudc nho tai.
Agila L . . ,
N * Thudc vo trung: UK GMP United Kingdom's
Specialties Opp 1M, L. A e L oan ..
. . . + Thuoc san xuat vo trung: thuoc doéng|a 39861 o~ S medicines  and
Private Bilekahalli, A : S 2 4 N b= o
- kho; dung dich thuoc tiém thé tich nho; Insp GMP| & N Healthcare
15 Limited Bannerghatta DR P o o N
. bom tiém dong san thudc. 5 39861/34 o — Products
Sterile Road, Bangalore, L ens s £ . | Q 3
Products IN-560076. India + Thuoc tiét trung cudi: dung dich thuoc 57482- ™ S Regulatory
’ tiém thé tich nho. 0001 Agency MHRA

Division




No.

Agila 152/6&154/16  |* Thudc v6 trung: UK GMP United Kingdom's
Specialties i L L, A s L oAl 39861 o S medicines  and
. Doresanipalya, + Thu6c san xuét vO trung: Thude ciy|s b= o
Private . : ) S o Insp GMP| & | Healthcare
16 . Bilekahalli, ghép dang ran; thudc bot pha tiém. o = N
Limited - Beta £ L R , S 39861/34 d — Products
Bannerghatta * Thuoc khdng vo trung: vién nang cing;| <5 F
lactam o 57513- N S Regulatory
Division Road, Bangalore,|vién nén. 0001 Agency MHRA
In-560076, India gency
No. 152/6,
: 154/11&154/16 oA UK GMP United Kingdom's
Agila Doresanipalya * Thudc v trung: 39861 s medicines  and
Specialties . PaIY&, 11 Thubc san xudt vo tring: thude bot kho| S S |2
. Bilekahalli, Begur A Insp GMP| & N Healthcare
17 |Private Hobli pha tiém. S lseseras| = | |Products
Limited - ’ *Thudc khong v tring: vién nang cimg;| ) ~ R
Cepha Block Bannerghatta dang bao ché ran khéc; vién nén S7551- « © Regulatory
P Road, Bangalore,| - g ’ 0001 Agency MHRA
In-560076, India
Sursgeianahal, UK GMP| | s ang
Strides o Xl U 1% |20003 N |2
Kasaba hobli,[* Thuoc khong vo trung: vién nang cung; o N Healthcare
18  |Arcolab n R Y Q Insp GMP| & | §
. Anekal Taluk,|vién nang mém; vién nén; thudc goi. - » — Products
Limited Bangalore South - 200082 = 2 Regulatory
y o
In 562 106, India 922-0004 Agency MHRA
Poligno Industrial|* Thudc vo trung: The Ministry of
Llevant, Can|+ Thudc san xuat vO tring: thudc tiém| N | |Health of
19 Instituto Guasch, 2, 08150|dung dich thé tich nho; thubc dong kh. (ED NCF/1204| & |&  |Goverrnment of
Grifols, S.A  |Parets del Valles,|+ Thudc tiét triung cudi: thudc tiém dung| =5 /001/CAT g o [Catalonia,
(Barcelona) dich thé tich nho. L — |3 |Barcelona -
SPAIN * Thudc sinh hoc: ché pham tir mau. SPAIN
Lindopharm
e . la DENW [ o [®
Lindopharm GmbH T.}}uoc !(hong \A{O trurlg. V|ep na}ng M = 03_GMP_ § Q Co quan tham
20 GmbH Neustrabe 82,|vién nen; thuoc khong vO trung khac|Q 2012 002 > 5 uvén Dire
40721 Hilden, |(thubc bot, thubc cbm). 2|, - s |5 |
N

Germany




Dr. Willmar

Schwabe GmbH
& Co. KG
Willmar -
. Schwabe - Strabe|Thudc khong vé tring: vién nang ctng;
Dr.  Willmar N - \ Lo la ~ S
4, gemab den mit{thudc dung ngoai dang long; thudc uong DE BV O] & o 2
Schwabe ) e T o2 S |& |Co quan thim
21 GmbH & Co Schreiben  vom|dang 16ng; dang bao ché ran khac (thuoc| Q@ 1 GMP 2 « S uvén D
KG '[22.7.2009, bot, thude cbm, globuli (pellet chira hoat| D 012 o017| & |8 MW
vorgelegten chat vi lugng dong can)); vién nén. N
Planen, 76227
Karlsruhe, Baden |
Wurttemberg -
Germany
* X ~ ~ N X X o "
_ |Estermannstrabe Thuqoc khong vO trung: thuoc uong % INS- o 4 Aust_rlf_;m
Fresenius Kabi . |dang long. N N Medicines  and
23 . 17 - 4020 Lingz, \ I £ - 19 480019- = 3 . .
Austria GmbH Austria * San xuat cac chat khac: lactulose;| 5 0011-011 S S Medical Devices
hydroxyethylstarch; sinistrin. L — ® Agency (AGES)
R.P. Scherer Thubc khong vo tring: vién nang mém;|a DEBW | « |
R.P.  Scherer|Gammelsbacher L% \ s LS P o X
thudc uong dang long; dang bao ché ran 01_GMP_| & N Co quan tham
24 GmbH & Co.[Str. 2, 69412| A - N LA |9 = > —
khac (vién nang dat tryc trang va am| - 2012_004 © o quyen buc
KG Eberbach, o N F
dao). 7 N -
Germany
J-168 M.L.D.C. .
7 National Agency
Samrudh Tarapur, Boisar,|., « . .o g b R .
o |Pharmaceutica |Distric Thane - \Tguozsin Xu?;tnvo trﬂzg' thlklﬁgncay g:re]ﬁ z 025/2011/| & |& Z?]rd M'\;g:jcilcr;el
Is Pt Ltd. -1401 506, ce halc?sgorine1 . ’ > RO g E' Devices -
Unit 11 Maharashtra | “cPnaosporn. L Q|8 :
Romania

India




167 Mahatma UK GMP Medicines  and
Alkem Gandhi  Udyog|.. : . ... i .| 19564, N § Healthcare
. Thuoc khdng vo trung: vién nang cing; = Insp GMP| o N products
28 Laboratories |Nagar, Dhabel,| .." ", XA x o X Q N S
Ltd Daman. In  396|Vih néN: thuoc bot pha hon dich uong. |5 19564/ g g Regulatory
210 - |r; dia L 12366- S |Agency (MHRA),
0008 UK
* Thubc v trung;
+ Thubc san xuét vo trong: dung dich
thudc tiém thé tich 16n; dang bao ché ban
ran; dung dich thudc tiém thé tich nho;
thudc cdy ghép dang ran; thudc bot (chia
. cephalosporin, beta lactam). National
Labesfal - Egg: dg]du;';rr:?ilagg + Thuég tiét trung cudi: dung dich thuf”’)C S F010/S1/ g % Authority of
30 Laboratorios de Best’eiros 3465 tiém thé tich l,én; dangabao ché ban ran;| @ H/AF/001 g § Medicines  and
Almiro, SA |10 oortugal  |dung dich thude tiém thé tich nho. o |/2010 S |§ |Health Products,
’ * Thuoc khdng vé trung: vién nang cing; I.P, Portugal
thudc ding ngoai dang 1ong; thubc udng
dang 16ng; dang bao ché béan ran; vién
nén; thudc khéc (thudc bot, thudc cdm
chta  khang sinh  beta lactam,
cephalosporin).
Fresenius Kabi Rapsgatan 7, Thuoe .Vﬁ trl]r:g: th uoe tlet trl‘Jr\g cuot: % 24:2011/5 ﬁ ﬁ Medical Products
31 Uppsala, 75174,|dung dich thudc tiém thé tich 16n; dung| @ i i
AB . L in 2. . - 52108 3+ # [Agency, Sweden
Sweden dich thuoc tiém thé tich nhd. 0 = =
sanofi 30-36. av.enue a g French Health
33 Winthrop Gustave  Eiffel,|Xatral Lp (Xatral XL 10mg prolonged- (% 12/12/052 g Products  Safety
Industrie 37100 Tours, |release tablet 5 0 o Agency
France L Q (AFSSAPS)




56, route de

i . N French Health
Sanofi Choisy au Bac, = =
34 Winthrop 60205 Vién nén bao phim Orelox 100mg Q ;2/12/051 % ng])ednucc;s Safety
i i D =
Industrie Compiegne, 0 =S (AFSSAPS)
France
1-3 Allee de la o N French Health
Unither Liquid{Neste, Zi D'en|.. . = 12/12/052 Q Products  Safety
1 o ~~
35 Manufacturing |Sigal, 31770 Siro Depakine 57,64 mg/ml S 1 g Agency
Colomiers, France L N (AFSSAPS)
*Thudc vo tring:
- Thudc san xuét vo tring: Thudc dong
kho chira chit doc té bao Thudc tiém thé o |w
. A ) , A A A 12 o —
Actavis ltaly Via Passteur, .10 tich n}io Chu a C%lat dQC;t.e bao L oeea = IT/251- § 8 Italian Medicines
37 Spa 20014  Nerviano|- Thuoc tiét trung cudi: Thuoc tiém thél @ 2/H/2012 ~ 5 Agency AIEA
P (MI) Italia tich nho chita chét doc té bao, héc mon| ) SIS gency
sinh duc. -
* Thudc khéng vo tring: Thudc udng
dang 16ng chtra hd¢c mén sinh duc
*Thudc v triang:
-Thudc san xudt vO tring: Dung dich
thudc tiém thé tich 16n; dung dich thudc
tiém thé tich nho.
-Thubc tiét tring cudi: Dung dich thudc| o o |State
Joint  Stock|74, Frunze Str.|tiém thé tich 16n; dung dich thubc tiém (% 022/2012/ g § Administration of
38  |Company Kyiv, 04080, |thé tich nho. > SAUMP/ & |F  |Ukraine on
FARMAK Ukraine *Thubc khong vo tring: Vién nang cimg;| O GMP R P Medicinal
4 A 5 £ N = —
thuoc uong dang long; thuoc dung ngoai Products

dang long; vién nen (chira h6c mén); cac
dang thudc ran phan liéu k héac. Thudc
sinh hoc: thubc cong nghé sinh hoc
(thudc mién dich).




State

- - , D_ #
ABDI Sanayl Mahalles! Thudc khong vo tring: Vién nang ctng;| = 001/2012/ = S Administration of
IBRAHIM llac|Tunc Caddesi|, : , SR = @ I~ N :
39 . thudc uong dang long; thuodc dung ngoai| SAUMP/ = S Ukraine on
Sanayi ve[No.3,  Esenvurt/ \ N J g = A — ..
. dang 16ng; vién nén; thuoc dang ban ran. | O GMP S B Medicinal
Ticaret A.S Istanbul, Turkey o — N
Products
*Thudc vo tring:
- Thubc san xuét vd tring: Dung dich
52 rue Marcel et Eh?ﬁigzertrilétthterl;lrfh 21}1131 dung dich thube| S |2 ;re::: Natlo?::
_ Jacques Gaucher| . 0§ Ut trung cuor: duing dic = HPF/FR2| & |& gency
41 Cenexi tiém thé tich nho (chtra sulfonamides) o S F Medicines  and
94120 Fontenay z R A e i S 00/2012 — o
sous Bois. France *Thuoc khong vO trung: vién nang|q; 5 S Health  Products
’ cing;thudc udng dang long (chua -~ - Safety (ANSM)
sulfonamides); thubc dit; vién nén (chira
sulfonamides).
Desa
Sanggranhan, o o~ < .
Kec.Grogol, Thudc udng dang long khong chira khén (29 PW.01.02 S S :)?tlon;:u Agezr:?j/
42 PT. Konimex |Kab.Sukoharjo, JIUOC UONE dang fong g 9 - 331111 S S g
sinh. @ = = Food Control -
Surakarta, Jawa O 2.6700 S - )
o ~ N Indonesia
Tengah -
Indonesia
11, Dewan, Udyog - <« .
. . National Agency
o — —
Bliss — GVS|Nagar, — Aliyali,y — > o2ar01/| & |  |for Medicines and
43 Pharma Ltd. -|Palghar, Thudc khong vo trung: vién dat o PN 5 . .
. 5 RO — — Medical Devices
Unit Il Maharashtra, 401 o S PN Romania
404 India ~ e
Unique a o Australian
Pharmaceutica Iznlc?usztlr?al C;IZ;: (§D MI-2011- g b Therapeutic
47 | Labs (Div of : '\ Thube khong v trung: thube vién nén A CE-00010{ ¢ S Goods
. Panoli 394 116, L © o . .
JB Chemicals { . . . O 3 %) 5 Administration
Guijarat, India o \n N

Pharm)

(TGA)




Unique

Plot No.4, Phase

Pharmaceutica State
: A\ G.I.D.C LA ‘ \ LS o~ o o
| Labs (Div of Inciustrial Estate Thuoc vO trung: Thuoc tiét trung cuoi: % 041/2012/ p= § Administration of
48  |JB Chemicals Citv: Panoli 39 4 Dung dich thubc tiém thé tich 16n; dung| SAUMP/ S |S  |Ukraine on
& 1 g ' Dist:|4ich thudc tiém thé tich nhé (déng lo). | O GMP < < |Medicinal
Pharmaceutica |, ' o o " |Products
Bharuch, India
Is Ltd)
Unit 1 Plot No. L- UK GMP United Kingdom's
139 S-103, M-62,|* Thudc vo tring: a 14694 o~ S medicines  and
s, |Cipla  Ltd|Vema Industrial| Dung dich Nebulising (29 Insp GMP| S |&  |Healthcare
(Unit 1) Estate, Verna,|* Thubc khong vé tring: thudc udng| 5 14694/14 | @ |S  |Products
Goa, In-403 722,|dang long; thude xit miii. L 64731- ™~ J Regulatory
India 0006 Agency MHRA
Unit 1V, Plot No. UK GMP United Kingdom's
L-139 S-103, M- a 14694 o~ 3 medicines  and
3 |Cila Ltd.|62, Verna|Thudc khéng v tring: vién nang ctng; (29 Insp GMP| S |&  [Healthcare
(Unit 1V) Industrial Estate,[vién nén; bot kho dé hit; vién nén sui bot. - 14694/10 o Q Products
Verna, Goa, In- L 71930- ~ |J  |Regulatory
403 722, India 0006 Agency MHRA
A-33 and A-42
MIDC a — = Therapeutic
’ . MI-2010- p S
*Thude kha 5 trine: vien né = o O
55 Cipla Limited Pa.\talganga, . Thuocz khgng \;0 trung: V}en nén. o CE-01204] & g GOOC!S. .
District  Raigad,|*Nguyén liéu: tong hop hoda hoc. S 3 g o Administration,
Maharashtra, In- L N~ [&Q  |Australia
410 220, India
* Thudc vO tring: thudc san xuit vo
Octapharma trung: QUng d{rCh F}}uoc t;em the :“Ch 10?; a INS- o 3 Austrian
. _|Oberlaaerstrabe  |dung dich thuoc tiém the tich nho.; thudc| S b b ..
Pharmazeutika . . . 480018- I N Medicines &
58 ; 235, 1100 Wien,|dong kho. ) Q > ; .
Produktions Austria * Thude sinh hoc: ché phim tir mau S 0025-001 g o Medical Devices
GmbH °¢: €he b ' W 120/20) S |Q  |Agency (AGES)

* Thudc khéc: san xuét nguyén liéu sinh
hoc.




Thude khong vé tring: vién nang ctng;
thudc udng dang long (bao gém ca thude

. ’ o .
C/ i Maximo chra hormon va chat c6 hoat tinh CEL o = Spanish ~ Agency
59 Faes Farma,|Aguirre, 14, hormon): dang bao ché rén khc (thudc| O ES/143HI N N of Drugs ang
S.A Lejona 48940 . .o n‘éngbao ohim ¢6 duomg): vien 5 /12 S |8  |Health Products
- - 9 , 9 L E o
(Vizcaya), Spain nén (hormon va chat c6 hoat tinh - (AEMPS)
hormon); vién bao.
Agency for
Ulica Rada a o~ 3 Medicinal
so [|Krka  dd.|Pusenjaka 10,|Thube khéng vo trung: dang bao ché rin (% 450- § &  |Products and
Novo mesto  |Ljutomer, 9240,|khac; vién nén (chira Suphonamide). 5 1/2012-2 = 8 Medical Devices
Slovenia L @ & |of the Republic of
Slovenia
* Thubc vo trung;
+ Thudc san xuat vo tring: dung dich
thudc tiém thé tich 16n; thude dong kho;| o ~ |
Octapharma Elersvagen 40, dung dich thudc tiém thé tich nho. = 24:2012/5 § &  |Medical Products
61 Stockholm, IS Z. . |9 S >
AB + Thuoc ti¢t trung cuodi: dung dich thudc| 5 07181 N o Agency, Sweden
11275, Swenden 1. thé tich nho m & |8
. o
* Thudc sinh hoc: ché pham tr mau:
huyét twong va yéu to VIIL.
* Thude vo trung; National Institute
. + Thubc san xuat vo trong: dung dich ~ | [for Quality and
Egis ffge”yf?'d' oo |hube tiém thé tich nho. S |ogviaa| g |g [|Organization
63  |Pharmaceutica Budapest 1165;, + Thudc tiét tring cudi: dung dich thude| @ 018- N |S  |Development in
Is PLC Hun 2r ’ '|tiém thé tich nhé. = 9/2012 S |5  [|Healthcare and
gary * Thude sinh hoc: thudc ¢éng nghé sinh - o Medicines,

hoc Biosimilar.

Hungary




*Thude khéng vo tring: thubc ding

National Institute
for Quality and

N .o Je J4 " o~ o
Egis Matyas kiraly u, ngoa d\ang 1?ng’ th“‘i’" Hong dang long\’ % OGYI1/34 S pa Organization
. dang bao ché dang ran; thuoc phun mu N N i
64 Pharmaceutica |65., Kormend, ) ) . X £y Al Lte. o 018- N F Development in
(chtra khang sinh) va thuoc bét hit; dang| — =)
IsPLC 9900, Hungary . L orm o £ RN K 10/2012 F % Healthcare  and
bao ché ban ran; thudc dan; vién nén - o .
L, A A1 x £, 1 £ 1 x Medlcmes,
(chat doc te bao/chat kim té bao).
Hungary
2, Michael[San xudt thudc chta khéng sinh
Medochemie [Erakleous Street,|cephalosporin. a o S Pharmaceutical
Ltd (Factory C{Agios Athanassios|* Thudc san xuét vo tring: thudc bot pha| = MEDO42| & |& . L
68 . . R N o N S Services Ministry
Cephalosporin |Industrial ~ Area,|{dung dich tiém truyén. S 012/001 g = of Health. Cvrus
es) Limassol,  4101,|* Thudc khdng vé tring: vién nang cing;| - = |5 4
Cyprus. Vién nén.
g:;m;':lna * Thudc vo trang: <«
Manufacturing | T2NCSics  M.ut|+ Thude san xudt vo trung: dung dich| S OGYI/34 g § National Institute
0 g Tra ding 82/A,  Godollo,|thudc tiém thé tich 16n; thuéc dong kho;| @ 824- 8|S |of Pharmacy,
o 902100, Hungary  |dung dich thudc tiém thé tich nho. 2 5/2011 s |S [Hungary
lelted X . X 2 N , —
* Thudc sinh hoc: ché pham tir mau.
Company
* Thudc tiét trang cudi: dung dich thudc
tiém the tich nho. -
. . - x A ~ N LA , o ) -
N Via  Cacciamali, T%luoc k_hc_)n_g vO truA’ng. \flen nang C}Ing = IT/314 § S talian Medicines
72 MitimS.R.L |34 - 38-25125|(chwra penicillin); thuoc uong dang long;| @ 14/H/201 S > Agency (AIFA)
Brescia (BS), Italy|dang bao ché rén khac (thudc bot, thude| D |1 SIS gency
o

cdm chtra penicillin); dang bao ché béan
ran; vién nén (chtra penicillin).




Ctra. De

. . . < ini
LDP -|Barcelona, 135-B,[Thuoc san xuat vO trung: thuoc bot pha % o b= Ministry of
: A , . : ] NCF/1205| & C\l Health of
74 Laboratorios |08290 Cerdanyola|tiém (chia khang sinh nhom beta| © g S
S [002/CAT| < o Government  of
Torlan SA Del Valles|lactam). 0 S 5 . .
) — o Catalonia - Spain
(Barcelona), Spain
* Thudc khéng v tring: vién nang ctng;
. |thubc dung ngoai dang 16ng; thudc udng| o o~ o French National
. L avenue Blaise dang 16ng; dang bao ché rin khac; dang = HPF/FR/1 = Q Drug and Health
75 Biocodex Pascal, 60000 bio ché ban 13 o 07/2012 g P Products  Safet
Beauvais, france ao C e/\ an I'??.Il. a > g rodaucts arety
* Thuoc sinh  hoc: Saccharomyces — ~ Agency (ANSM)
Boulardii yeast.
* Thube vé tring: it:rt‘sinistration of
108, + Thudc tiét tring cudi: dung dich thube| % o |9 :
. .A IR . P = 053/2012/| < |3  |Ukraine on
Yuria-Pharm, |Verbovetskogo  [tiém thé tich 16n; dung dich thudc tiém| O N N ..
79 o \ b SAUMP/ < P Medicinal
Ltd Str,  Cherkassy, [thé tich nhd. S GMP S g Products
Ukraine, 18030  |* Thudc khong vo trung: thudc uéng|z = |8
dang lon (SAUMP) )
ang long. Ukraine
* Thudc vo trung:
+ Thudc san xuét vo tring: thubc dong
Mibe GmbH|kho; dung dich thudc tiém thé tich nhé.
Arzneimittel + Thudc tiét tring cudi: dung dich thubc
Munchener StraBe|tiém thé tich nho. o bEstol o |3
go [Mibe GmbH|15, GemaB den|* Thubc khong vo tring: vién nang cimg; (% Lowp 2| & & |Co quan tham
Arzneimittel |Lageplanen  Nr.1{thuéc ding ngoai dang long; thudc ubng| 35 oL1 0013 S |8  |quyénDic
und 2, 06796|dang 1ong; dang bdo ché rin khac; dang|“ - 2 3
Brehna, Saxony-|bao ché ban rin; vién nén (hormon va

Anhalt, Germany

chat c6 hoat tinh hormon); thudc khong
vo tring khac (thudc bot hit, thudc bot
dung ngoai, vién ngam).




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

Dot 7
> a e
NHA MAY . . - 7z, 2 |GIAY Z |CO QUAN
STT A - |PIA CHI PHAM VI CHUNG NHAN = = - - |
CONG BO : : ’ E O |CN 'é '5 = |CAP
©) z. z
z.
* DPia chi: Kvarnbergagatan 12| o~ 3 .
1 AstraZeneca 25 diftﬁ'i (Turbuhaler) Sodertalje, 15185 Sweden (% 24:2012/5 § 8 'Il\/legr:zal Producéi
AB 1€ Thube khéng vé tring: thubc bot hit da| 5 |13536 3 |9 gency
Sweden A o = B Sweden
licu N —
* Pia chi: Gartunavagen (Nexium/Losec)| o N o .
AstraZeneca |00 o189 Sodertalje, 15185 Sweden = 2a20125| & |§  |Medical Products
2 Sodertalje, z . A , o N S5 Agency of
AB Sweden Thuoc khong vo trung:vién nang cimng;| = 21955 o b Sweden
thudc dang ran phan liéu khac; vién nén. % N 3
* Pia chi: Kvarnbergagatan 12 (Freeze
Dried and Pumpspray) Sodertalje, 15185
Sweden
*Thudc vo tring; a N 9 .
AstraZeneca |oC 0183 + Thudc san xuét vo tring: thudc dong| = a012i5| & |§  |Medical Products
4 Sodertalje, A o N S Agency of
AB Sweden kho. D 22363 S |5 |Sweden
+ Thudc tiét trung cudi: dung dich thube| ~ R
tiém thé tich nho.
*Thudc khong vé tring:thudc ding ngoai
dang long; thudc udng dang 1ong.
* bia chi: Gartunavagen (Multipurpose),| o N © .
AstraZeneca SE 1518.5 Sodertalje, 15185, Sweden = 24:2012/5 S N Medical Products
5 Sodertalje, p R a1 O N 5 Agency of
AB Sweden * Thuoc khdng vo trung: vién nén; thuodc| 5 11586 = o Sweden
khac (thube cdm, pellet). L o ®




AstrazZeneca SE-1518_5 * Dia chi: Gartunavagen , Sodertalje, % 24:2012/5 g g Medical Products

6 AB Sodertalje, 15185 Sweden o 99362 g a Agency of

Sweden * Pong goi 2 S |®  [Sweden
R.P Scherer
R.P.  Scherer|Gammelsbacher |* Thudc khong vé tring: vién nang mém;| o DEBW | o2 |

o GmbH & Co.|Str.2, 69412, |thuéc udng dang long; thudc rén phan (ED 0L.GMP_| & |& |Co quan thim
KG GmbH +|Eberbach, Baden-|liéu khac (vién nang dat hau mon, vién| 5 2011 011 S |8  |quyénDuc
Co. KG Wurttemberg, nang dat duong am dao. L 4 = N

Germany
* Thubc vo trung;
+ Thubc san xuét vo tring: dang bao ché
Dr.  Gerhard|Brunsbutteler ban rin; dung dich thudc tiém thé tich|a ~ [

10 [Mann Damm  165-173,(nho. , z 2012/01/ | & |& |Co quan thim
Chem.-pharm. {13581 Berlin,|* Thuoc khong vO trung: thuoc dung| = mann D 5 quyén Dt
Fabrik GmbH [(Germany ngoai dang long; thudc udng dang long;| N =

dang bao ché ran khéc; dang bao ché béan
ran; vién nén.
Derby Road|* Thudc khdng vo tring: vién nang cung; UK MIA Unlt_eq Kingdom's
Loughborough,  [thuéc dung ngoai dang long; thudc udng| < 68 Inspl o | |medicines  and
3M  Health|, . I 7 PO TR =2 GMP/GD| S |&  |Healthcare

11 - Leicestershire, dang 16ng; thuoéc phun mu; dang bao che| @ N =

Care Limited . L e LA s = P/IMP R — Products
Lell 5SF, United|ban ran; vién nén; thuoc bot va thuoc| g = =
Kingdom bm. 68/17386- o Regulatory
0021 Agency MHRA
* Thube vo trung;
+ Thudc san xuat vo tring: dung dich
Zone Industrielle|thudc tiém thé tich nho. a ~ |3 |French  Health

1 Laboratoire  [Ripotier ~ Hapt,|+ Thuég tiét tring cuéi,: dung dich thudc (% HPF/FR/A| & &  |Products  Safety

Chauvin 07200  Aubenas,|tiém thé tich nho; thuoc cay ghép dang| 5 8/2012 o 5' Agency
France ran. L N |S  |(AFSSAPS)

* Thubc khong vO trung: thubc dung
ngoai dang long.




Merck KGaA
Frankfurter Strap e

* Thube vé trung;
+ Thudc san xuat vo trung: dung dich

250, A18, A31,|thudc tiém thé tich 16n; dung dich thudc
A32, D3, D9, tiém thé tich nho (hormon va chit c6 hoat
D11, D12, D15, tinh hormon); thudc nho mit.
D24, D25, 111,|+ Thudc tiét trang cudi: dung dich thudc
N78, N79, N8O,|tiém thé tich nhé. a o~ 3
> % R Aopa L a . DE HE O — o 2
N90, PH5, PH16,|* Thuoc khéng vo trung: vién nang clrng; N N Co quan tham
14 Merck KGaA Lz \ o Q 1 GMP_2 = S A
PH23, PH25,|thudc uong dang long; vién nén (hormon| 5 012 0070 = - quyén DPuc
PH26, PH28,|va cac chét c6 hoat tinh bing hormon). | W - ESR
PH33, PH50,[* Thudc sinh hoc: thuéc mién dich
PH51, PH52,|(protein/ADN tai t6 hop, vaccin chéng
PH80, V40, V41,|khdi u); thudc cbng nghé sinh hoc
V42, V66, V67  |(protein/ADN téi to hop).
64293 Darmstadt,|* Hoat chit c6 ngudn goc tir dong vat;
Germany duoc chat/ ta duoc.
* 5 5 O tri 5 ral & o~ Ty i
o [ssaz what rol7 T K00 g (g o &y v | 8|3 (e
16 |Australia Pty,[West Ryde Nsw|[PEHchiin, cepnaiosporin, antineopiastic,) =) | hoggs | | s
Ltd 2114, Australia steroid): dang bao ché ban ran; thudc ran S 1 o o Administration,
’ phan lidu; thudc bot va thube com. o 3 3 Australia
% o 12 |un
C.B. Fleet|Lynchburg,  VA|.. 2 o 02-0001- o |g |United States
17 Companv. Inc 24502 USA Sam pham: Fleet Enema @) 2013-04- o N Food and Drug
pany, ’ ‘:’)’ VN S g Administration
o




* Thubc v trung;
+ Thuoc dong khd (h6c moén va cac chat

Via Delle[co hoat tinh héc mén: khong bao gom
Magnolie 15 (loc.|héc mdn corticosteroid); dung dich thube| o o S
18 Merck Serono|Frazione Zone(tiém thé tich nho (h6c moén sinh duc; (59 IT/178- N @ Italian Medicines
Sp.A Industriale) -|Cytokine). S5 8/H/2012 g 8 Agency AIFA
70026 Modugno,|+ Thudc tiét tring cong doan cudi cung:| ™ &
Italia dung dich thudc tiém thé tich nho.
* Thude sinh hoc: thudc ¢éng nghé sinh
hoc (Protein/DNA tai t6 hop).
Ajinomoto 6-8, Hachiman, % ™ o Lﬂéz;;ry LabOchn;
19 Pharmaceutica |Kawajima, - Hiki- San pham: Morihepamin; Neoami ? 4558 S 8 and 1 Welfare
Is Co., Ltd|gun Saitama,|>" PP pamin; e §  |4557 S ]S overnment  of
Saitama Plant |Japan S I O
Japan
* Thudc vo tring:
Ilile:rl:ien Alexaggfg + Thubc san xuat vo trong: dung dich|a o [  [French National
,, |Laboratoire Scienti?i, e Ton thudc tiém thé tich nho. (% HPF/FR2| S |&  |Drug and Health
Aguettant Garmier a 6900)7/ + Thudc tiét trung cudi: dung dich thudc| 5 07/2012 g S |Products  Safety
’ tiém thé tich 16n; dung dich thudc tiém|Y = |Z |Agency (ANSM)
Lyon, France :
’ thé tich nho.
* Thudc khong vo tring: thudc ding
ngoai dang l1ong; thudc udng dang long;
dang bao ché ban ran; thudc dan. (Dia chi
. 1: Industria Farmaceutica Nova Argentia
Industria . . . . a N ©
. Via G. Pascoli, 1 -[S.P.A - Via G. Pascoli, 1, 20064, s S S . -
Farmaceutica IT/273- N N Italian Medicines
26 . |20064 Gorgonzola|Gorgonzola (M), Italy) o S =
Nova Argentia - £ N A .| 1/H/2012 H o Agency AIFA
SPA (M1), ltaly Thuoc khong vo trung: vién nén. (Pia| g § §

chi 2: Reparto Distaccato - Via Muoni,
10 - 20064-Gorgonzola (M), Italy)

* Vién nén, thudc bot (San xuét tai dia
chi 2, dong goi tai dia chi 1).




* Thubc khong vO tring: thudc udng
dang 16ng; dang bao ché béan rin (kem,

- & N To) i
Probiotec 73-83 Cherry md, gel); vién nang cimg; vién nén; dau| = MI-2012- S S Therapeutic
Lane, Laverton , v X A oz .10 N N Goods
28 Pharma Pty xo0a; thuoc hit; thuoc bot; thuoc com sui ¢, LI-05497- S B L. .
. North VIC 3026, e a X o L= — o Administration,
Limited Australia bot; nudc suc miéng; hon dich; thuoc xit;| © 3 S = Australia
thudc boi da(paint); dung dich thude xit;| & - |°
lotion;.
* Thube vé trung:
+ Thudc san xuat vo tring: dung dich
thudc tiém thé tich 16n; thudc dong kho;
dung dich thudc tiém thé tich nho; thubc
. cay ghép dang ran. o ) o~ > Austrian
Industristrabe 67,1, 7, € tiét tring cudi: dung dich thudc| = INS S |&  |Medicines &
31 Baxter AG 1221 Wien,|.. . X or ] ) r A |9 480001- N PN . .
Austria tiém the tich 1on; dung dich thuoc tiém| 5 0072-001 O o Medical Devices
thé tich nho, L ¥ |J |Agency (AGES)
* Thudc sinh hoc: ché phém tr mau;
thudc mién dich; thudc cong nghé sinh
hoc; thude ngudn gdce tir ngudi hoic dong
vat.
Co s& xuét|Lohstrasse 2
. ’ a DE_NW_ o~ t
xuong: 59368 Werne, > looeMp | 2 |8 |co quan thim
33 Sanavita North Rhine- O 2012 000| & & uvén Biic
Pharmaceutica |Westphalia, a 1 g % auy
Is GmbH Germany e
o N < i
PT. Schering JI. Raya Pandaan),, Vién nén khong chia khang sinh| = PW.01.02| 3 b National - Agency
KM 48, Pandaan, R A X s . O N N for Drug and
34 Plough (khong bao gom thuoc tranh thai; hormon| ., 331.11.1 S S
. Pasuruan, East|". e At s 2 — — Food Control,
Indonesia Thk . sinh duc khac va chat kim té bao). O 2.6644 P S .
Java, Indonesia o — — Indonesia
o <
Merck Sharp|2/ /S South Eastf . S |10-0030- | N |2 |united  States
Side Highway,|San pham: Primaxin .. (Imipenem and| N N
35 & Dohme . i - O 2013-02- g S Food and Drug
c Elkton, VA|Cilastatin for Injection). pys VN ! = Administrati
orp. 22827, USA =z 2 = ministration




* Thubc v trung;
+ Thuoc san xuat vo trung: thuéc dong

United Kingdom's

7000 Portage kho; d?ng.fh(:h\thuocgem the t{Ch nlio' o UK GMP = S medicines and
Road. Kalamazoo + Thudc tiét trung cuoi: dang bao ché banf s 6268 Insp S S Healthcare
36  |PfizerINC | 000 United rin; dung dich thudc tiém thé tich nho. | O GMP S 3 |products
’ * Thudc khong vo trung: thubc ding| ) 6268/604 | S |
States . \ Lz \ - — Regulatory
ngoai dang 1éng; thudc uong dang 1ong; 899-0003 Agency MHRA
dang bao ché ban rin; thubc dan; hén gency
dich.
. . |* Thude khdng vé tring: vién nang ctng <«
. . Localita - Marino (hormon corticosteroid; thudc bot va|< IT/288- = S . -
Pfizer  Italia|[Del Tronto-63100 .z . . N I N Italian Medicines
37 SRL Ascoli Piceno thuéc com (hormon corticosteroid); vién| @ 11/H/201 S S Agency AIEA
o ital '[nén (hormon corticosteroid va hormon a 2 g E' gency
y sinh duc). o
* Thudc vo trung:
Boeringer + Thudc san xuat vo trang: dung dich
Ingelheim Pharma|thudc tiém thé tich 16n; thuéc dong kho;
. GmbH + Co. KG |dung dich thudc tiém thé tich nho. .
ﬁozrllhnfii: Birkendorfer  Str.|+ Thudc tiét tring cudi: dung dich thude| S (?1E _GBI\\//I\IID_ g = Co auan  thim
38 o 65 88397 |tiém thé tich nho. O Lboal S |8 N
+ Co. KG Biberach  a.d.R.|* Thudc khdng vé triing: vién nang cing; a 4 § ,_% awy
' Baden- dang bao ché rin khac (thudc bot, thudc -~
Wurttemberg, cdm; pellet); vién nén.
Germany * Thude sinh hoc: thudc cdng nghé sinh

hoc; khang thé don dong cytokine.




10 rue Bouche|* Thudc khong v tring: vién nang ctng;| o - S French Health

39 |Farmea Thomas, ZAC|thubc dung ngoai dang 1ong; thude udng g HPF/IFR2| & |8 Products  Safety

d'Orgemont 49000|dang 16ng; dang bao ché rian khéac; dang| = 62/2011 N |8 |Agency
Angers, France  |bao ché ban rin; thudc dan; vién nén. L B [N |(AFSSAPS)
* Thubc vO trung (hormon va chit co
hoat tinh hormon;
prostaglandin/cytokine; chat doc  té
bao/chat kim té bao; chit mién dich;
Baxter - Oncology rion, genotoxic, teratogen):
GmbH prion, genotoxic, teratogen)- -~ 1o [DENW_| « |w
Baxter + Thudc san xuat vO trung: thudc dong|s = o 2
Kantstrabe A ) S I ) 02_GMP_| & N Co quan tham
40 Oncology 33790 kho; dung dich thuoc tiém thé tich nho;| Q 2012 002 S S uvén Dire
GmbH thudc cy ghép dang ran; dugc chat. a - = §,‘ auy
Halle/Westfalen, VIR £ . £ 5 o o
+ Thuoc tiét trung cudi: dung dich thudc
Germany . o .
tiém the tich nho.
* Thubc khong vO tring: thudc dung
ngoai dang 16ng (chét doc té bao/chat kim
té bao).
* Thudc vo trung;
- - - + A 5 A A N . A A <t .
Przedsiebiorst [21,  Wincentego T-huoc san X‘{,at vO trung. thquc df)Ang % GIE-IW-NI & = Main
wo Pola Str., 58-500(khd; dang ban ran; dung dich thudc tiém N N .

41 . P ) P , . o 4022/63/1 N PN Pharmaceutical
Farmaceutycz |Jelenia Gora, |the tich nho; thudc cay ghép dang ran. -] 2 g < Inspector. Poland
ne JelfaS.A  |Poland + Thudc tiét tring cubi: dung dich thube| SO =t pector,

tiém thé tich nho.
i i 1 , — <
Przedsiebiorst 21, Wincentegoy., Thuoc khong vo trung: vién nang cimng; % GIF-IW-N{ 3 S Main
wo Pola Str., 58-500( ., ) . X 2 A . N N .

42 . vién nén; ban thanh pham (vién nén;| O 4022/187/ PN S Pharmaceutical
Farmaceutycz [Jelenia Gora, thube cém) S 11 = o Inspector. Poland
ne JelfaS.A  |Poland Hoe Comm). L = [N pector,




Warszawskie

* Thube vé trung;
+ Thudc san xuat vo trung: dung dich
thudc tiém thé tich 16n; dung dich thudc
tiém thé tich nho.

+ A “ A < ,'\.‘ . A Te)
Fammceutycz 2224 Karolkowal G g aih e tom| 5 [CFWN] & |2 {wan
43 Str., 01-207| : ., \ ’ : Q 4022/70/1 N S Pharmaceutical
ne Polfa Warsaw, Poland the thhrnhO' . > 2 3 S Inspector, Poland
Spolka ’ * Thubc khong vo tring: thube dung| R ’
Akcyjna ngoai dang 16ng; dung dich dung qua truc
trang.
* Thudc sinh hoc: thubc ngudn gbc tir
nguoi hodc dong vat.
Laboratories |Route de Marsat, 7 % o European
46 Merck Riom, 63963|San  pham: Cancidas Powder for|© 14/12/564 g < Medicines
Sharp&Dohme|Clermont-Ferrand [concentrate for solution for infusion 8 58 g =4 Agency
Chibret Cedex 9, France S N
Menarini - Von <«
Menarini -|Heyden GmbH  |* Thubc khéng v tring: vién nang ctng; % DE_SN 0 g p Co quan c6 tha
48  [Von Heyden|Leipziger StraBe 7{vién nang mém; dang bao ché rin; vién| @ 1 GMP_2| § = gua B am
GmbH 13, 01097|nén. > 0110020 < % quyen o Bue

Dresden, Germany




* San xudt téi san phdm chd déng goi:
thudc khong v tring: vién nén; vién nén
bao phim; vién bao; thudc cém.

+ San pham: Benalapril 5; Benalapril
10; Nebilet; Regadrin B; Maninil 5;
Maninil 3,5; Siofor 500; Siofor 850.

( Co s& déng g6i va xuit xuong: Berlin -

<
. .| Tempelhofer Weg|Chemie AG - Glienicker Weg 125, 12489 CEL 2012./01/ o s 2
Berlin-Chemie . : Berlin- N (\l Co quan tham
49 83, 12347 Berlin,|Berlin, Germany) Q . = = A
AG \ 2 g . S5 Chemie L, — quyén DPuc
Germany + San pham: Siofor 850; Siofor 500;| g AG = >
Benalapril 5. o
( Co s¢ dong goi: Menarini-von Heyden
GmbH - Leipziger Strabe 7-13, 01097
Dresden, Saxony, Germany.
Co s xuat xuong: Berlin - Chemie AG -
Glienicker Weg 125, 12489 Berlin,
Germany)
* X ~ PP ,
Rue du  Parc T%luoc_khong \{0 trupg. A\/len’pang olmg
. . (chwra prions, chira chat doc véi gen hoac| o o~ © Federal Agency
S.M.B industriel 39, 4 L N . N A | S - o .
chat c6 kha nang gay quai thai); vién BE/2012/ o N for Medicines and
50 Technology |Marche-en- A PR .. ) © I S
nang mem; thuoc dung ngoai dang long;| = 001 %) o Health Product of
SA Famenne, B-6900, L oz ) B | o ~ .
. thudc uong dang long; thudc dan; vién o~ Belgium
Belgique nén
* Thubc v trung;
+ Thudc san xuét vo tring: thudc dong
AL BN A z <o . L0
Allergan Castlebar  Road, kho; d.afl g b{i}o,Che bqan ran; dung dich % 3744/M14| S s . .
. thuoc tiém the tich nho. N C\l Irish  Medicines
51 Pharmaceutica [Westport, Co. 2 ens s e Loz |9 8- = PN
Is Ireland Mavo. Ireland + Thuoc ti¢t trung cuoi: thudc cay ghep| 5 V12/531 g o Board
Yo, dang ran (chira Dexamethasone) L N =

* Thude sinh hoc: thudc ¢éng nghé sinh
hoc.




Ctra. C35 la

batlloria a ’ a o 9 Ministry of
53 Sanofi Hostalric, km 63,|* Thuoc khéng vo trL‘mg: vién nang ctng; (59 NCF/1209 8 8 Government  of
Aventis, SA |09, 17404 Riells I{vién nén; vién bao; thudc bot (goi). 5 [034/CAT| <« 5 Catalonia - Spai
Viabrea (Girona), L = |3 atafonta - >pain
Spain
. " Thquc Vo,tmngj A L oan UK MIA United Kingdom's
Rainham Road|+ Thuoc san xuat Vo trung.q thudc dong 12 Insp <« medicines  and
Aventis South, Dagenham, (kho; dung dich thudc tiém thé tich nho. S SMP/GD g S Healthcare
55 Pharma Essex, Rm 10|+ Thuég tiét trung cuoi: dung dich thuoc| @ P/IMP g § Products
Dagenham  [7SX, United|tiém thé tich nho. ’ = 377- | = |8 |Regulatory
Kingdom * Thu@c siph hoc: thuéc khang sinh va 0041 Agency MHRA
thude ddc té bao
Edgefied Avenue, UK MIA United Kingdom's
sanofi- Fawdon, ’ ) o 3 a 11723 o g medicines  and
56 Synthelabo Newcastle Upon *.Thuéc khor]g V0 trung: vién nang cimg; (29 Insp S g Healthcare
Limited Tyne, Tyne and|vién nén; thudc bot va thudc com. - GMP/IMP| & o Products
Wear, NE3 3TT, L 11723123 | € |3 |Regulatory
United Kingdom 77-0020 Agency MHRA
* Thudc vo tring :
+ Thubc san xuat vo trong: dung dich
thudc tiém thé tich nho; thude cdy ghép
dang ran.
Sanofi 6 boulevard de|+ Thuég tigt trung cudi: dung dich thude| S HPE/ER/2 % % E:Egz?;ts 22?;;
59 Winthrop I'Europe, 21800[tiém tlr}é tich nho. o 47/2011 a g Agency
Indusrtrie Quetigny, France |* Thudc khéng vé trung: vién nang clng; a i g (AFSSAPS)

dang bao ché rin khéc; dang bao ché béan
ran; vién nén.

* Thudc sinh hoc: thubc ngudn gbc tir
nguoi hoac dong vat




60

A.Nattermann
&Cie. GmbH

A.Nattermann&Ci
e. GmbH
Nattermannallee
1, 50829 Koln,
Germany

* Thube khdng vo tring (khdng bao gom
cac thudc gibng hormon, thubc mién
dich; thudc doc té bao; thude chira chit
c6 kha ning gy quai thai va dot bién;
thudc chira duoc chat c6 ngudn gbc tur
nguoi/dong vat/vi khuén/virus; thube
khong chira Chlorpromazine
hydrochloride, Diazepam,
Metoclopramide hydrochoride, Valproate
Sodium): vién nang cang; Vién nang
mém; thude dung ngoai dang 1ong; thudc
udng dang 10ng; dang bao ché ran khac
(thudc bot, thude cdm, vién ngam); dang
bao ché ban ran; vién nén (vién nén bao
phim, vién sui, vién nén bao dudong).

EU-GMP

DE_NW_
04_GMP_
2012_002
9

23/8/2012

24/07/2015

Co quan tham

quyén Puc

61

Doppel
Farmaceutici
SR.L

Via Volturno, 48 -
Quinto De' Stampi
- 20089 Rozzano
(M), ltaly

* Thudc vo trung:

+ Thubc san xuat vo trong: dung dich
thudc tiém thé tich nho.

+ Thudc tiét tring cudi: dung dich thubc
tiém thé tich nho.

* Thude khdng v tring: vién nang cung;
thudc dung ngoai dang léng; thudc ubng
dang 16ng; thudc bot va thube cém; thude
dan (hormon corticosteroid); vién nén
(hormon sinh duc va hormon khéc).

* Thude sinh hoc: thudc c6 ngudn gdc
dong vat (vién nang cung); thudc sinh
hoc tir Ién men dang vién nén.

* Thube duge liéu: vién nén

EU-GMP

IT/2-
4/H/2012

5/1/2012

21/10/2014

Italian Medicines
Agency AIFA




* Thube vé trung;

+ Thubc san xuat vo tring: thudc dong
khd  (vaccin  bat hoat; hormon
corticosteroid;  Protein/DNA  tai o
hop).dung dich thudc tiém thé tich nho

Sanofi- Loc. Valcanello- (vAaccin vi khgén bat h,(?at;; vaccin virus| S —— g g talian Medicines
62 Aventis S.PA 03012 Anagni|bat hog}t; protem/DNA’tal to hop). ’ Q 2/H/2012 g g Agency AIFA
(FR), Italy + Thudc tiét trung cubi: dung dich thube| 3 NS
tiém thé tich nho. “‘
* Thude khéng vo tring: vién nang ctng;
thudc udng dang long; vién nén.
* Thudc sinh hoc: thudc mién dich; thude
cong ngh¢ sinh hoc.
* Thudc vo trang:
+ Thubc san xuat vo trong: dung dich
1 rue de la Vierge,|thudc tiém thé tich nho. ’ ~ |©  |National Agency
Sanofi Ambares et|+ Thuéfz tiét trung cuoi: dung dich thuoc % HPE/FR/1 =] § of Medecine and
63 Winthrop Lagrave, ~ 33565|tiém the tich nho. o 04/2012 S S Health  Product
Industrie Carbon Blanc|* Thudc khdng vé tring: vién nang cimg;| I T = Safety (ANSM)

Cedex, France

dang bao ché rin khac; vién nén.
* Thuoc sinh hoc: thuoc cd ngudn goc tir
nguoi hoac dong vat; enzym vi sinh vat.




* Thubc v trung;

+ Thudc san xuét vo tring: thudc dong
kho; dang bao ché ban rin; dung dich
thudc tiém thé tich nho; thubc cdy ghép
dang ran; thudc san xuat vo trang khac.

. Via Ponte Della PR L. ; e A S et
i i [P 3 o o a0 s | E S s
SPA 35031 Abano . ’ e 1/H/2012 = |© |Agency AIFA
Terme (PD), ltaly | " « o o = s |3
Thuoc khéng vo trung: vién nang cing;
thudc bot; dang bao ché ban rin; vién
nén.
* Thubc sinh hoc: vaccin virus séng;
thudc c6 ngudn gdc tir dong vat.
Lindopharm o DE NW_| o 9
66 Lindopharm  |GmbH Neustrabe|* Thudc khong vo tring: vién nang cimg; % 03_GMP_| & & Co quan tham
GmbH 82, 40721 Hilden,|vién nén; thudc bot va thudc com. 5 2012_002 © 8 quyén Buic
Germany L 2 SRS
Rottendorf
Pharma GmbH  |* Thubc khong vo tring: thubc bot (chiral o DE_NW- o 1S
67 Rottendorf  |Ostenfelder Strabe|cac nguyén liéu nguy hiém, chira (% 05_GMP_ § & |Co _quan tham
Pharma GmbH [51-61, 59320| Tamoxifen, Flutamide, Clomifen va duoc| 5 2012 002 o g quyén Bt
Ennigerloh, chat tuong ty). L 2 AR S
Germany
16, Podlipie Str.,|* Thudc khong vo tring: vién nén; gac % GIF-IW-N g g Main
68 Lek S.A. 95-010  Strykow,|visco - polyester vo tring tam isopropyl| @ 4022/112/ g = Pharmaceutical
Poland alcohol 70%. = 12 = § Inspector, Poland
| | * Thudc Vo tring: thude san xudt VO N = |s |austrian
sandoz GmbH Biochemiestrabe trung:;[huocAcay gAheR dalng.rAan. ’ = INS- § S Medicines &
69 10, 6250 Kundl,|* Thuoc khong vo trung: vién nang cting;| Q 481921- < = : :
- PHP Kund| Austria thudc udng dang 16ng; dang bao ché rin| ) 0017-001 E S Medical Devices
' e L S |8 [Agency (AGES)

khac; vién nén.




* Thudc vO tring: thude tiét tring cudi:

Hexal AG thubc cdy ghép dang rén (khong gd <
Industriestrabe 25, \0¢ €Y Gnep dang Tan 9 gom = DEBY O] = |Z .
thudc duogc tiét trung cudi bang chiéu xa). N N Co quan tham
71 |Hexal AG 83607 * Thudc khong v tring: vién nang cing; 9 4GMP 21 5 |5 uyén Durc
Holzkirchen, Juoc Khong vo fing. Vien nang cumg, 012 0005| = [T |
. thuoc com; Vvién nén; miéng dan; thuoc N ~N
Bavaria, Germany | .
phim uodng.
* Thubc v trung;
+ Thubc san xuét vo trong: dung dich
thudc tiém thé tich 16n; dung dich thudc
tiém thé tich nho. State
A en N L. . 2 |l a ©
Joint  Stock|74, Frunze Str., tThuOS t1,¢t trl{ng cuot: dgng dlc};l th}{oc = 022/2012/| & p Administration of
. tiém thé tich 16n; dung dich thuoc tiém| O o N i
74 Company Kyiv, 04080, thé tich nhé h SAUMP/ N F Ukraine on
FARMAK  |Ukraine fo . |o GMP g |S  |Medicinal
* Thuoc khong vo trung: vién nang cung;| & —
Lz \ PO <. Products
thuoc uong dang long; thuoc dung ngoai
dang 1ong; dang bao ché rin khéc; vién
nén (bao gdm ca vién nén chira hormon).
* Thudc sinh hoc: thudc mién dich
Khasra No.
1342/1/2, Hilltop
Industrial Area, UK GMP United
Jhramajri, 24881 o Kingdom's
Village Bhatoli|, . _ N Insp S |2 |medicines and
_ . |* Thude khong vo trang: vién nén; thube| = I~
75 USV Limited |Kalan, Baddi, Cémuoc 0ng VO trung: vien nen; thuoc ©) GMP = % Healthcare
Tehsil Nalagarh,| m  |24881/44| I |g  |Products
Himachal 15033- Regulatory
Pradesh, District 0001 Agency MHRA
Solan, In-173

205, India




3 Travko Stanoey *Thude khéng vO tring: thubc ding|a ~ [
79 Unioharm AD |str éofia 1797 ngoai dang léng; thudc udng dang léng; (29 BG/GMP/ N 8 Bulgarian  Drug
P 0 9 '|dang bao ché ban rin (thubc kem, thude| 5 [2012/032 | & |8  |Agency
Bulgaria N £ A | 2] IS
md, thude gel); vién nén. A o
* Thube khong vo tring: vién nang cimg;| o ~|©
I ~ —
Sopharma Vrabevo_ . vig. dung dich dung cho lgi; siro uong va hon = BG/GMP/| g Q Bulgarian  Drug
80 5660, district of| .. Z \ £ Loz z Z o ~ i
PLC . [dich uong; dang bao ché ban ran (thuoc| 5 2012/033 ® o Agency
Lovetch, Bulgaria e n 0 ™ oS
kem, thuoc md, gel); vién nén. I ~
, <
9, Jozefow Str.,|* Thuoc khdng vo trung: vién nang ciing; % GIF-IW-N g 3 Main
81  |Polfarmex S.A[99-300  Kutno,|thuc dung ngoai dang long; thudc udng| @ 4022/4211| § S |Pharmaceutical
Poland dang long; thudc bot; vién nén; hdn dich. a 2 E :\o' Inspector, Poland
—
* Thubc vo trung;
+ Thudc san xuét vo trung: thude tiem:;
hon dich vo tring pha tiém; dung dich
nhé mét, nho tai, nho miii vo trung.
+ Thudc tiét tring cudi: thude tiém; dung
No. 2 Fon Tan|dich rira vét thuong. o o
Gentle Pharma Road, Fon Tan|* Thu6~c khéng vo tring: dang bao ché: (% g § Department  of
82 co. Lid Ind. Dist, Da Bi{long (hon dich, dung dich); dang bao ché| 7975 N > Health  Taiwan,
B Hsiang,  yunlin,|ban rin (thudc m&, thuc kem); dang bao ) g g R.O.C
Taiwan ché rian (vién nén bao phim, vién nén bao| «

tan trong rudt, vién nén, thudc cbm,
thudc bot, vién nang)

* Duoc chit san xudt thudc penicillin
(thudc cém, thude bot, vién nang); thube
cephalosporin (thudc com, vién nang).




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

Dot 8
2 . |-
~ pu F : ~<s n(g
NHA MAY . , - z. % |GIAY Z |CO QUAN
STT A «~  |PIA CHI PHAM VI CHUNG NHAN = = - - |
CONG BO : : ’ E O |CN 'é '5 = |CAP
©) z z
z.
2 Ame i o <
Merck Sharp{770 Sumneytown San pham: GA.RDASI.L Quadrivalent = o p= United States
. .. |[Human Papillomavirus (Types| © CT 2808-| & N
1 & Dohme|Pike, West Point, . . O N &S Food and Drug
6,11,16,18) Recombinant Vaccine Vial| 7 12 WHO @© o . .
Corp., US PA 19486, USA S . 0 > S Administration
and Syringe; Vial and Syringe D N N
Merck Sharp|770 Sumneytown|San pham: Varivax (Varicella Virus % CT 1369- g E United States
3 & Dohme(Pike, West Point,|Vaccine Live (Oka/Merck) Refrigerator|© o 13 WHO S ¥ |Food and Drug
Corp., US PA 19486, USA |Stable Formulation g § E Administration
. Chemin de la a o~ 0 Swiss Agency for
Ferring B R , Ll S b S j
. Vergognausaz 50,|Thuoc dang ran: vién nén Minirin; vién N N Therapeutic
4 International \ . . ~ Q 12-1794 o =
Center SA 1162 St-Prex,[nén phong thich cham Pentasa. 5 g o Products
Switzerland L — |8  |(Swissmedic)
* Thudc vo trung:
+ Thudc san xuét vo tring (hormon va
chat co hoat tinh hormon): thudc dong
Ferring GmbH kho; thAuoc.tAlem \the tlchA’ _nho; \il na_lzg. .
. + Thuoc tié€t trung cuoi: thuodc tiém the
Wittland 11,],, \ a o~ o
.. |tich nho. S DE_SH O p o 2
. 24109 kiel, ) R . Lk N N Co quan tham
5 Ferring GmbH Schleswia- * Thuoc khong v6 trung: thuoc uong|© 1 GMP_2| = S avén Ditc
W19 dang long (hormon va chét c6 hoat tinh|g 012 0011| =~ [ |
Holstein, : — —
cua hormon).
Germany

* Thudc sinh hoc: thubc dong khod chua
hoat chit ngudn gdc tir ngudi duoc san
xuét vo tring; thudc dong khd san xuét
v0 tring bang k¥ thuat di truyén.




Nephron Orlando FL San pham: Ipratropium Bromide 0.5 mg (% 07-0056- g E United States
8 Pharmaceutica 39811 L’JSA and Albuterol Sulfate 3 mg Inhalation|{ © 2012-03- N ¥ |Food and Drug
Is Corp ’ Solution (g VN % E Administration
* Thudc khdng bao gom betalactam va
dan xuit: thudc tiém dong khd khéng
chtra khéang sinh; dang bao ché ban rin
chia khang sinh non-betalactam; thubc
tiém v tring chira khang sinh; thudc
Kawasan Industrijudng dang long chira khéng sinh non-
Jababeka I, JI.|betalactam. 2 S National Agency
] g 2 —
PT. Ferron .Par Jababeka V1 Blok|* Thuoc khong chtra khang sinh (khong| © PW.01.02 § & for Drug and
9 Pharmaceutica . X IS . -l .331.02.1 S N
Is J3, Cikarang,|bao gom thuoc trdnh thai, hormon sinh S 3088 g o Food Control,
Kabupaten duc; chat kim té bao): thudc tiém dong| T ' I Indonesia
Bekasi, Indonesia |khd; vién nén va vién bao; thubc tiém vo
trung.
* Vién nang ctmg chira khang sinh non-
betalactam (khong bao gom thudc khang
sinh betalactam va dan xuét; thudc tranh
thai; hormon sinh duc; chat kim té bao).
Contract * Thude khong vo tring (chtra duoc ligu,| < 5 [Therapeutic
manufacturing {20-22 Long Street,| .. . x g , g o4z = MI-2012- o s P
. - vitamin, chat khoang, chat bo sung dinh| O I~ S Goods
10 & Packgaking|Smithfield NSW, |, _ . o ; | h LI1-06246- < P . .
. . dudng): dang bao ché ran; dang bao che| = iy o Administration,
Services  pty|2164, Australia .z z P O 3 %) = .
Ltd ban ran (thudc kem, thuéec ma, gel). o N ~ Australia
P.O. Box 511 : . Q ™ L .
’ > A . 0, —i
(oL s L[ P AN (e U 252 o sl § (S| S
LLC 60901, US mL/vial | 8 13 WHO g S Administration ’
License # 1767 ) SRS




* Thube vé trung;
+ Thudc san xudt vO tring: thudc tiém
thé tich 16n; thudc tiém thé tich nho; hon

Haupt Pharma .. o
dich; xit mui.
Wolfratshausen + Thudc tiét tring cudi: thudc tiém thé o~ 0
Haupt Pharma) GmbH tich 16n; thude ti%m hé tich nho: hén| 2 [PEBY-0 2 |& |co quan thim
12 Wolfratshause Pfaffenrieder dich ’ ’ o 4 GMP_2 g = u éan)l’rc
n GmbH Strabe 5, 82515|, i i . .13 012 0096| = € 1V
* Thuoc khong vo trung: vién nang ctng; ™ ~
Wolfratshausen, IO . . LA
German thuoc dung ngoai dang 16ng; thuoc uong
y dang 16ng; thudc bot va thude com; dang
bao ché ban rin; vién nén.
* Thubc vi lugng dong can.
F1-F1/1
Additional UK GMP United Kingdom's
Inventia Ambernath o 40387 o 3 medicines  and
Healthcare MIDC N A : = Insp S |8 Healthcare
: ¢ kho 5 trung: vién né o N S
13 Private Ambernath (East); Thudc khong vo trung: vién nén. 5 40387/45 S 5' Products
Limited District ~ Thane, L 11564- N Q Regulatory
Maharashtra, In- 0002 Agency MHRA

421 506, India




* Thube vé trung;

+ Thubc san xuat vo tring: thudc dong
khd (bao gdm ca thudc chua chit doc té
bao/chat kim té bao; hormon va chat c6
hoat tinh hormon); thubc tiém thé tich

oligono nho (bao gom ca thudc chira chat doc té
Industrial Els|, . L b A s N
. bao/chat kim té bao; hormon va chat co .
Vinyets-Els hoat tinh hormon): thudc tiém khong co| % o | [Spanish  Agency
15 GP-Pharm, Fogars, 2, Ctra. C- du&c chét (dun’ moi tai la g va (29 NCF/1127 & g of Drugs ang
SA 244, Km. 22, Sant|S"¢ 9 AP VAS lo0t/cAT| = |5 |Health  Products
Quinti de liposomas) dugc dong trong lo, vi va ong| i N I (AEMPS)
: tiém. “
Mediona 08777 L nr e £ L in 2
(Barcelona), Spain + Thuoc tiét trung cuoi: thudce tiem thé
9PN b nho (chira chit doc té bao/chat kim
té bao; hormon va chit cd hoat tinh
hormon); thudc tiém khéng ¢ dugc chat
(dung moi tai lap va liposomas) duogc
dong trong lo, vi va dng tiém.
* Thubc vO tring (bao gdm ca thube co
hoat tinh hormon)
+ Thubc san xudt vO tring: thudc tiém
Bayer AG Ti“tlllcgél li?ét trung cudi: thubc tiém thé L0
Pharma  (Tén|Mullerstrabe  178|" 1ooc 1, TTHIY cvor: Tud S owor | S |Z :
. tich 16n; thudc tiém the tich nho. N N Co quan tham
18 cli: Bayer|13353 X N R S A BayerPhar| = S N
. . * Thuoc khong vo trung: thuoc vién nén| 5 @ o quyén DPuc
Schering Berlin,Germany Y . 0 ma AG N S
(bao gom ca thuoc ¢ hoat tinh hormon); N o
Pharma AG)

vién nén bao (bao gém ca thudc c6 hoat
tinh hormon va thudc doc té bao).

* Thubc sinh hoc: san phiam cdng nghé
sinh hoc.




JI. Rawa Gatel
Blok Il Kav. 36-

* J4 A A pun A p A vianl oo ~ < .
38, Kawasan Thuodc l(hong \,/0 trupg. vién nen va V|eA’n S PW.01.02 o = National Agency
19 PT Dankos Industri bao (khong chtra khang sinh, dugc chat| © 311.10.1 Q N for Drug and
Farma tranh thai, hormon sinh duc khéc va duoc| 2 AP a |8 Food Control -
Pulogadung | ehét kim t ba O 2.6347 = = Indonesi
Jakarta 13930, chat kim t€ bao) o ™ ™ onesia
Indonesia
. . - S French Health
* A A A A A S o — -
Delpharm 26 Rue de la Th}l.oc khot]g vo Erun%. thuoe dvung = HPF/FR/2 N N Products  Safety
20 i Chapelle, 68330|ngoai dang 16ng; thuoc uong dang long;| Q@ N 3
Huningue SAS Huningue, France |thudc dang ban rin; thubc dan; > 69/2011 S S Agency
gue, e : s D S | |AFssAps)
LTS Lohmann
Therapie-Systeme
AG o N >
LTS Lohmann Lohmannstr.2 * Thubc khong vo tring: chdt nén lam| = DE_RP_0 § & |Co quan thim
21  |Therapie- . : NNV Q 1 GMP 2 S | A T
Svsteme AG 56626 Andernach,|dung thu tinh; dang bao ch¢ ban ran. 5 012 0003 g o quyén Buac
y Rhineland- L - S b=
Palatinate,
Germany
Route de
Belleville Lieu-dit o = | [French  Health
Abbott . % z ~ N aa , S o o
29 Healthcare Maillard 01400 Th’uoc’khong V0 trung: vién nang cimg;| & HPF/FR/2| & I Products  Safety
SAS Chatillon sur|{thudc uong dang long; vién nén. - 56/2011 g '§ Agency
Chalaronne - L N |S  |(AFSSAPS)
France
* N X , . - - o "
Novartis Route de IEtraz, ].Da_}ng bao che long: Otrivin Spay, . o = Swiss Aggncy for
Otrivin drops. © o < N Therapeutic
23 Consumer 1260 Nyon, . Lova e O =|12-1768 N 5
Health SA switzerland * Dang bao ch¢ ban ran: Voltaren|F O g o Products
Emulgel, Eurax Cream. — N (Swissmedic)




Survey N. 214,
sun Government o - " State
Pharmaceutica Industrial  Area,, Thudc khdng vo triing: vién nang ctng; (% 046/2012/1 5 § Administration of
24 | Industries Phase I, Silvassa- vien lrl]én g g g cume; S SAUMP/ S | Ukraine on
Lid 396230 (U.T. of ' O GMP S |§ |Medicinal
Dadra&  Nagar o ' |Products
Haveli), India
Poligono * Thudc khong vo tring: vién nang mém
Industrial (hormon va chat c6 hoat tinh hormon);| o o © Co quan  thim
Leon  Farma|Navatejera, C/ La|thudc cém (hormon va chét c6 hoat tinh| = S |& , quan
26 : R |9 4208/12 N S quyén Tay Ban
S.A Vallina S/n,{hormon); vién nén va vién bao (bao gom| = g o Nha
Villaquilambre- [ca thuéc chta hormon va chat c¢6 hoat| Y = |3
Leon, Spain tinh hormon).
i o <
Bausch & 85.)00 Hidden , 2 . . = 09-0028- = S United States
River  Parkway,|San pham: Besivance (besifloxacin|® N N
28 Lomb . . . O 2012-01- N S Food and Drug
| ted Tampa, FL.|ophthalmic suspension, 0.6%) (Sterile) | 5 VN S = Administrati
ncorporate 33637, USA =z = S ministration
* Thudc vo trung:
+ Thubc san xudt vO tring: thudc tiém
thé tich nho.
* £ A A N £ N
o |1 e 00 ¥ g e o
. ] ’7 . b N m
Lomapharm |Rudolf - Lohmann dang bao ché ran khac (vién bao, vién % DE_NI 0 b= 3 X
Rudolf GmbH KG : N N N Co quan tham
34 bao phim); vién nén. o 2 GMP_2| S S A T
Lohmann Langes Feld 5’*Th 5c sinh hoc: thube c6 3n obe ti] 2 012 0041 o s quyén Duc
GmbH KG  [31860 Emmerthal |, o¢ >/ 10C: TAtoc £ NEUOT So¢ B iy - 3 |3
dong vat (khong tir ndo, md than kinh
Germany

hodc cac din xuét twong ting); thude sinh
hoc khac ( hormon, enzyme).
* Thube duge liéu; thude vi luong dong

-

can.




* Thudc khéng vo tring: thudc ding

r r L()
Purna Rijksweg 17,|ngoai dang 16ng; thudc udng dang long;| S S g Federal _ Agency
. 5 o L 5 £z BE/2012/ N N for Medicines and
36 Pharmaceutica [Puurs, B-2870,|dang bao ché ran khac; dang bao ché ban| @ q F
. b \ I ) 022 Lo o Health Product of
Is NV Belgium ran (hormon va chat cO hoat tinh|g < S .
£ — — Belgium
hormon); thuoc dan.
Villa Blanca o N <«
Patheon Industrial ~ Park, Sin ham: Janumet = 10-0165- § é‘ United States
37 Puerto  Rico[Road # 1, (sitagli tin/metg)rmiﬁ HCL) tablets 8 2013-02- S S Food and Drug
Inc Km.34.8, Caguas, gip g VN g g Administration
PR 00725, USA AR
* Thude khdng v tring: vién nang cung;
-A Ja . A A P ©
Astellas Hogemaat 2, 7942 vvlen nang cung; th;uof dung _ng(.)'f“ da,n g % RO P Health care
long; dang bao ché ran khac; vién nén; NL/H o N .
41 Pharma JG Meppel, The|, T . =~ . o N = inspectorate, The
Europe B.V  [Netherlands thudc bot va thuoe com. 2 13/0008 = Netherlands
peb. * Thubc sinh hoc: san pham 1én men;| Y ~ P

khéang sinh beta lactam.




* Thubc v trung;

+ Thudc san xuét vo tring: thudc dong
khd (hormon va chit c6 hoat tinh
hormon; chat doc té bao/chit kim té bao);
thudc tiém thé tich nho (hormon va chat

16th km| . . Lo an A 1os 2o o 3 National
. —
42 Vianex S.A.|Marathonos Ave, li?rr}ll(t)gtbgg)h hormon; chat dge 1€ baofchat % 59991/29-| & & Organization for
_PlantC Pallini Attiki, PO PR TP et 8-2011 S |5  |Medicines,
+ Thudc tiét trung cuoi: thudc tiém thé| g N~ 3
15351, Greece ] \ s A s . N — Greece
tich nho (hormon va chat cd hoat tinh
hormon, chat doc té bao/chat kim té bao).
* Thubc khong vO tring: thudc dung
ngoai dang long; thudc udng dang 1ong;
dang bao ché ban ran.
* Thubc vo trung;
+ Thudc san xuat vO tring: thudc tiém
Solupharm . . L . DE- o~ o
UPRAM - nglustriestr. 3, |thé tich 16m; thudc tiém thé tich nho. | & = |2 .
Pharmazeutisc L ns e Z. PO 2 RPDA- N N Co quan tham
43 . 134212 Melsungen,|+ Thuoc tiét trung cuodi: thuoc tiém thé| O S > X T
he Erzeugnisse . PO I ) S 111-M-71{ =S o quyén Duc
GmbH Germany tich 16n; thuoc tiém thé tich nho. 0 1-0 S &S
* Thudc khong vo tring: thudc ding A A
ngoai dang 16ng; thudc udng dang long.
Dragenopharm £ R T ,
Apotheker Puschl * Thuoc khong vo trung: vién nang cting; ~ o
Dragenopharm GEan dang bao ché rén khac (thude bot, thudc| S DEBY 0| = |3 Co ouan  thim
44 Apotheker Gollstr. 1. 84529 cdm, vién nang mém); vién nén. o 4 GMP_2 g F ‘AIqulzl’
Puschl GmbH |2, >0 = * Thubc duoe lidu; thuée vi luong ddng| 2 012 0055| «~ [& [®WyeRPHe
Tittmoning, N —

Germany

-

can.
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Denk Pharma
GmbH Co.
KG

Denk Pharma
GmbH & Co. KG
Gollstr. 1, 84529
Tittmoning,
Germany

* Thude khong v tring: vién nang ctng;
Vvién nén.

EU-GMP

DE_BY_0
4 GMP_2
012_0051

14/6/2012

17/04/2015

Co quan
quyén Puc

thidm
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Glenmark
Pharmaceutica
Is Limited

Unit [Il, Village
Kishanpura,

Baddi - Nalagarh
Road, Tehsil,
District Solan
H.P. 17101, India

* Thubc khong vo tring: vién nang cing
(chira bot khd hit); thude xit; thube hit
phan liéu.

PIC/S-GMP

044/2012/
SAUMP/
GMP

7/12/2012

19/09/2015

State
Administration of
Ukraine on
Medicinal
Products




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

Dot 9
Q
z 5 |g
STT NHA MAY PIA CHI PHAM VI CHUNG NHAN & s GIAY (; E Z|CO QUAN
CONGBO |~ : : = O|CN 3 I5F CAP
% 4 Z
* Thube vé trung: ~ o
Joint  Stock|74, Frunze Str.|[+ Thudc san xudt vo trung: thudc nho|S GIF-IW-N{ 2 |3 [Main
1 Company Kyiv, 04080, |mit. o 4022/83/1 % S Pharmaceutical
FARMAK  |Ukraine * Thube khong vo tring: thubc nhé miii,| 2 S |$  |inspector, Poland
oA , (ap] o
vién nén.
* Thubc vo trung;
+ Thudc san xuat vo tring: dung dich thé
tich nho.
1389, Trasad f(l).lmﬂﬁls'an tlilh%r::l: ﬂtlilgr)rf tIeAr\r::iIE::gan-Zg © State agency of
Cadila Road,  Dholka-|— "9/M =AU . S |zavvi| 2 |8 - ageney
. . . [mg/ml.thuoc tiém Amikacin 500mg; N N Medicines,
3 Pharmaceutica 387810, Dist,|, ©, .. o Q 2013/002 S S .
- thudc tiém Amikacin 100mg. 5 o — Republic of
Is Limited Ahmedabad, A oA A o~ m H S |® -
Guiarat. India * Thuoc khong vo trung: vién nén. — ~ Latvia
Jarat San pham cu thé: vién nén Ethambutol
400mg; vién nén Ethambutol/Isoniazid
400/150 mg; vién nén Pyrazinamide
400mg; vién nén Prothionamide 250mg.
Industria : : . £ A A Lo la N 9
. Farmaceutica ;/(;?JGCi giﬁcg:’zjlé ) ()T;:ugcn k??ﬂg' 1/}? }“‘”91'1 tl;uic {jlilng z IT/273- & |& |ltalian Medicines
Nova Argentia J goal cang ong; L0c uong Cang ‘ong 3 ampo12 | S |S |Agency AIFA
SPA (M), ltaly dang bao ché ban ran; vién dat. 0 = S




Reparto
Distaccato - Via

* Thube vo trung: thube bot, vién nén
( San xuét toi san pham chd déng goi tai:
Reparto Distaccato - Via Muoni, 15-

6 gﬂ;roglﬁzﬁ:(ziﬂeﬁ_ 20064-Gorgonzola (MI), Italy.
o g '|Péng goi tai: Via G. Pascoli, 1 - 20064
y Gorgonzola (M), Italy)
Reparto
Distaccato - Via
7 Muoni, 10-20064-|* Thudc khong vo triung: vién nén.
Gorgonzola (M),
Italy
100&102 * Thude khdng vo tring (khdng bao gom| 4 .
Antimony and - . N o Therapeutic
penicillins,  cephalosporins, hormon, = MI-2012- S b
Alphapharm [11&15-25 Garnet i . N n , O N N Goods
10 steroid, antineoplastic): vién nang cung;| LI1-05871- S ) . .
Pty Ltd Street, Carole thube bot da pha dung dich uéne: vien| O 3 = |© |Administration,
Park QLD 4300, , ' P g & & & S [ [|Australia
Australia. nen.
San pham: Maninil 5; Maninil 3,5; Siofor
500; Siofor 850.
- Leipziger Strabe 7|( Co s& san xuat: Menarini - Von Heyden| o — S
Menarin 13, 01097|GmbH - Leipziger Strabe 7 -13, 01097|=  |PESNO1 8 12 Icy quan  thém
11 Von Heyden o 1 GMP_ 2| X = A,
Dresden, Saxony,|Dresden, Saxony, Germany. S = o quyén Duc
GmbH Y as L g , . 0 011 0020 = o)
Germany Co so dong goi va xuat xudng: Berlin - — ~
Chemie AG - Glienicker Weg 125, 12489
Berlin, Germany)
i r r L()
Mundipharma 13 Othellos, Dhalil, -, < khéng vo trang: thude ding| S S |2 |Pharmaceutical
. |Industrial  Area, . ) Lz ) MUNO1/2| & N : .
12 Pharmaceutica | .. . ngoai dang long; thudc uong dang 1ong;| @ = S Services Ministry
Is Ltd Nicosia, ~ Cyprus, thude phun mu; dang bao ché ban ran = 012/001 g = of Health, Cyrus
2540, Cyrus uoc phun mu; dang bao che | e el




* Thube vé trung;
+ Thuoc tiét trung cuoi: dung dich thudc

. . | Lo i
Route de Sorge 9,|tiém truyén; dung dich thay thé huyét| = % S S SWiss Age_:ncy for
B.Braun L L in N N O o N Therapeutic
14 Medical AG 1023 Crissier,|thanh; dung dich tiém truyén dinh dudng;| 5, © [12-1540 q > Products
Thuy Sy dung dich rtra vét thuong. Q a % 8 i .
£ o 1) (Swissmedic)
* Duogc chat: HES 130, HES 450, HES
200, succinylated gelatin dang phun kho.
San pham: Berlthyrox 100
( Co sé san xuat ban thanh pham: Berlin-
. _ Lo
_ Glienicker  Weg Cher_nle AG -Tepelhofer Weg 83, 12347 % o = .
15 Berlin |15 12489 Berlin, Germany. 5 2012/01/b 8 N Co quan tham
Chemie AG |5 < |Co so déong gdi: Berlin-Chemie AG -5 c = |8  |quyénDic
’ Y |Glienicker Weg 125, 12489 Berlin,|Y RER
Germany)
* Succursale
d'Aubonne, Zone
Industrielle de I a < .
Ouriettaz,  1170|* Dang bao ché ran: bot dong kho; = % = b= Swiss Age.zncy for
Merck Serono . £1a n A O < N Therapeutic
17 S A Aubonne,  Thuy[* Dang bao ché 16ng: dung moéi pha tiém. | 5 O |12-484 > S Products
' Sy * Duoc chét tai t6 hop. S 3 S 3 : .
- Centre o N (Swissmedic)
Industriel, 1267
Coinsins, Thuy S§
Merck Sharp{770 Sumneytown (29 CT 2808- g E United States
19 & Dohme|Pike, West Point,|San phim: M-M-R II, Rota teq. O o 12 WHO % ¥ |Food and Drug
Corp., US PA 19486, USA g N E Administration




San phim: Thudc bot pha hdn dich
truyén Imipenem Cilastatina Kabi.
( San xuit ban thanh pham tai: ACS

Viale Addetta|Dobfar S.P.A -Viale Addetta 4/12 20067| a_ -
20 ACS Dobfar|4/12 20067 Trit?iano (Milano), Italy. % CPP/2011 8 Italian Medicines
SP.A Tribiano Xuat xuong tai: Facta Farrmaceutici - S.| 5 [212/M S Agency AIFA
(Milano), Italy ~ |Atto, S. Nicolo' A Tordino - 64020 —
Teramo, Italy.
Doéng go6i tai: Anfarm hellas S.A -
Schimatari - Viota (Hy Lap)
* Thubc vo trung;
+ Thudc san xuat vo tring: dung dich thé
tich nho (bao gébm ca hormon va chét co .
Alcon  Cusi. Camil Fabra, 58,|hoat tl’Th hqrmon); dang bfio chf, bzfm ran| S NCE/1232 % g m;g;tsr:ry 2]:
21 08320 EI Masnou|(bao gom ca hormon va cac chat co hoat| @ S S
SA . A A ) P [001/CAT| o = Government  of
(Barcelona), Spainftinh hormon); thudc cay ghép dang ran| F S . .
X o — o Catalonia - Spain
(dang thudc bot).
* Thube khéng vo tring: thudc udng
dang long.
* Thudc vo trung:
+ Thubc san xudt vo tring: dung dich thé
Atlantic Rua da Tapada|tich nho. o National
Pharma -|Grande, n 2|+ Thude tiét trang cudi: dung dich thé|S F036/S1/ g § Authority of
22 Producoes Abrunheira, tich nho. o H/AF/AI/ S S Medicines  and
Farmaceuticas, |Sintra, 2701-089,|* Thubc khong vé triing: vién nang cimg;| 7 01/2012 § § Health Products,

SA

Portugal

thudc udng dang 16ng; dang bao ché dang
ran (thuoc bot, thuoc com); dang bao ché
ban rin; vién nén.

I.P, Porrtugal




Co sO san xuat:

Rottendorf Co  s&
Pharma GmbH \ z
san xuat:
Ostenfelder * Thude bot khong vo tring vién nang DE NW
Strabe 51-61, cng; Vién nang mém; thudc bot, thudc 05_GM
59320 cdm, pellet (chira hoat chat nguy co tiém I; 2612 <
Rottendorf  |Ennigerloh, tang: Tamoxifen, Flutamide, Clomifen va| S 0022 g § Co quan thim
24 |Pharma Germany. cac chat tuong tw); vién nén (vién sii,| Q o ol LS vl B
GmbH Co s& déng goi:|vién bao). 2 N - T e
Rottendorf *  Thudc sinh  hoc: thudc chira dong gor: N
Pharma GmbH |Pancreantin va khang nguyén dung trong DE_NW
Am  Fleigendahi|diéu tri Eogt—)(levl
3, 59320 0023
Ennigerloh,
Germanv.
* Thudc vo trang:
+ Thudc san xuét vd tring: thubc dong
khd (vaccin  vi khuan bat hoat,
Protein/DNA tai t6 hop, chat mién dich
dong vat s dung cho nguoi); dung dich
thé tich nho (vaccin vi khuan bat hoat).
GlaxoSmithK] itgs:jaan ;rovir;\(lzig(l)e :ricgllqlllllczc tiét tring cudi: dung dich thé N o o
ine N P S 12 IT/241- S |&  |italian Medicines
26 manufacturing (loc. San Polo)_ - Thuoc khpng vO t’rung\;. vién r\1ang cing <:-)’J 5/H/2012 S 3 Agency AIFA
SPA 43056 Torrile[(chat ddc té bao/chat kim t& bao); thuoc| < g

(PR), Italia

ubng dang long; vién nén (chat doc té
bao/chit kim té bao).

* Thudc sinh hoc: thuéc mién dich
(vaccin vi khuan bat hoat); thuc cdng
nghé sinh hoc (protein/DNA tai t6 hop);
thudc mién dich tir dong vat sir dung cho
nguoi.




sanofi 30-36 avenue a o 3 French Health
i Gustave  Eiffel,|* Thudc khong v tring: vién nang ctng; = HPFIFR2| S Q Products  Safety
27 |Winthrop A O N
Industrie 37100 Tours,|vién nen. S 4/2012 & o Agency
France L © 18 [(AFSSAPS)
Agency for
e 3 Medicinal
o — —
- IF:E:rrmaceutic 2K70 IOdvorSi;?_(l:;z[Z * Thube khong vo triing: vién nang cing; % 450- & |& |Products and
als d.d enges. Slovenia |u0e bot; vién nén. 5 39/2011-2| < |S  [Medical Devices
' ges, L & |S |of the Republic of
Slovenia
i 196 rue duf, £ R A \ o ™ © French National
29 \S/\z;inn(mro Marechal = Juin, re‘mT E:ZE (kkhhof)nng \g;otrugr% ﬁzﬁgngr??v(iﬂéls (29 HPF/FR/L § S Drug and  Health
Industriep 45200 Amilly, nang cing); dar? bao ZEhé ban ran | > 92013 g g Products ~ Safety
France g cung), ang ' L < |2 |Agency (ANSM)
B.Braun Mistelweg 2,|* Thudc vo tring: = 2012/03/ N 5 Co ouan thim
32  |Melsungen  |12357 Berlin,|+ Thudc tiét tring cudi: dung dich thé| O Braun & S " éanfrc
AG Germany tich nho. = S § auy
Pharmez  Special
Economic  Zone, * Thube v6 trine: UK GMP United Kingdom's
Zydus Hospira|Plot Number 3, quc VOW o g; A e L oen | 32340 . © medicines  and
. + Thuoc san xuat vO trung: thuoc dong S 4 S
Oncology Sarkhej Bavla|, | . . P . Insp GMP| o N Healthcare
33 . : kho; dung dich thé tich nho. o N S
Private Highway, Matoda, + Thube tiet trin 5 dung dich the 5 32340/40 = = Products
Limited Taluka  Sanand, y hn‘;ﬁC ¢ g cuor: g dich thelm 9199- © 8 Regulatory
Ahmedabad, In-[" 0005 Agency MHRA

382210, India




* Thube khdng vé tring chira khang sinh

Lo
A . Je A o ™ —
PT  Actavis Jalan Raya Bogor|beta Iz{ctam..ylen,nang cimg; thudc uong| s NL/H = S !—Iealth care
34 Indonesia Km 28, Jakarta,|dang long; vién nén. o 13/0100 g a inspectorate, The
13710, Indonesia [* Thudc khdng vo tring: dang bao ché| P PN Netherlands
ban rén. o
, <
Laboratoires |1 route de Socx|* Thuoc khéng v trung: vién nang cing; % N b= French Health
. . . IO s, HPF/FR/6 o N Products  Safety
35 Pharmaceutiqu {59380 Bierne,|[dang bao ché ran khac; vién nén. o N S
es Rodael France * Thude tir duoc lidu = 212012 3 S Agency
T L N |8 |(AFSSAPS)
Z.l. du Planchy, % - = Swiss Agency for
38 UCB Farchim|Chemin de Croix|Thudc khong vo triing: Dang bao ché rin:| O my S |&  [Therapeutic
SA Blanche 10, 1630|vién nén. 8 @ |&  |Products
Bulle, Switzerland o N S (Swissmedic)
o <
Boehringer  |1809 Wilson Rd, San phim: Trajenta (linagliptin 5mg) = 11-0005- g § United States
39 Ingelheim Columbus,  OH tabletg ' J giip g 8 2013-01- % N Food and Drug
Roxane Inc  |43228, USA g VN % % Administration
o
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bot 10
> a e
~ - F : ~<s n(g
NHA MAY . . - 7z, 2 |GIAY Z |CO QUAN
STT A -~ [DIA CHI PHAM VI CHUNG NHAN = = - - |
CONG BO : : ’ E O |CN 'é '5 = (CAP
% z. z
Glaxo . . !
Operations Prior Street UK MIA United Kingdom's
UpK Ltd Warey '* Thude khong v tring: vién nang ctng;| o (IMP) 4 o 3 medicines  and
) ’ . dang bao ché rin khéc; vién nén. = Insp N Q Healthcare
2 trading as|Hertfordshire, L I . |9 S I
.. |* Thuoc sinh hoc: thudc sinh hoc chira| = GMP/IMP| < — Products
Glaxo SG12 0DJ, United : o] o N
Wellcome Kinadom steroid. 4/15159- — — Regulatory
Operations g 0021 Agency MHRA
* Thubc v trung;
SUN + Thudc san xuat vO tring: thudc dong o
. . A, . O 3 o o™ —
Pharmaceutl_ca Baroda ngh_way, kho; dling c'l}ch t%le tich ?ho. . |2 NL/H = S Co quan thim
3 I Industries|Halol, Guijarat,[+ Thuoc tiét trung cuoi: dung dich thé|Q 13/0105 N S 3n Ha Lan
Ltd.  India,|389350, India |tich nho. > g |13 |
Halol * Thude khong vo tring: vién nang ctng; e
vién nén.
ij’i des Vicr)rl;t(r)lr(\ats a o S French Health
Laboratoires '|* Thude khong v tring: vién nang ctng; = N Q Products  Safety
4 . 78704  Conflans . SO n Q = >
Grimberg SA Sainte  Honorine dang bao ché ran khac; vién nén. -] g o Agency
L N |&  |(AFSSAPS)

Cedex, France




JI. Rawa Gatel
Blok Il Kav. 36-

National Agency

o o <
. = = =
PT. Dankos|o0r  Kawasani < tiem vo tring chira khang sinh|{ O PW0L02) o |o |For Drug and
S Farma Industri (khong bao gém betalactam va dan xuét) %) 33L.10.1 S S Food Control,
Pulogadung - ghaoe v vl G 2.6355 S [S  [Republic of
Jakarta 13930, o “ [ |Indonesia
Indonesia
gl'gf('H' Tha;n;; o <« National Agency
_|Vién nang cung khong chira khang sinh| = PW.01.02 o 3 For Drug and
PT. Kalbe[Kawasan Industrif,, . X S . O N N
6 - (khong bao gom thuoc tranh thai, hormon| . .331.08.1 S 3 Food Control,
Farma Thk. |Delta Silikon|". i h Aa L @ o :
. . sinh duc, thudc kim té bao). O 2.4075 < F Republic of
Lippo Cikarang, o — - Indonesia
Bekasi-Indonesia
Rue des Pres a o S National Agency
8 Recipharm Potets, 21121[* Thudc khdng vo tring: vién nang cimg; (29 HPF/FR/1| & 8 of Medicine and
Fontaine Fontaine Les|vién nén va dang bao ché ran khac. 35 26/2012 E =  [Health  Product
Dijon, France L < X |Safety (ANSM)
Santen 348-3, Aza-suwa, % ™ L0 Minister of
10 Pharmaceutica [Oaza-shide, Taga-|San ~ pham:  Flumetholon ~ 0.02,|©® 4644 S | Health,  Labour
| Co.. Ltd.|cho, Inukami-gun,|Ophthalmic Preparations é § g and Welfare,
Shiga Plant  |Shiga, Japan S — 2 Japan




9-19, Shimoshinjo

Santen
Pharmaceutica |- Cn°Me
| Co. Lid Higashiyodogawa- CEL ™ o Minister of
13 (Santer.{ ‘|ku, Osaka, Japan |San pham: Kary Uni, Ophthalmic 0] 4374 < @ Health, Labour
. |(2-14, Shikinami,|Preparations G N S and Welfare,
Pharmaceutica . =1 S S
Hodatsushimizu- S ™ & Japan
| Co., Ltd .
Noto Plant) cho, Hakui-gun,
Ishikawa, Japan)
. = i
Industriezeile  6,|* Thudc vo trang; = INS- S [Austrian
Croma- L ns e e X o N Medicines  and
14 2100 Leobendorf,{+ Thuoc tiét trung cuodi: dang bao ché ban| @ 480485- N . .
Pharma GmbH Austria dn -) 0005-013 o Medical Devices
' L S |Agency (AGES)
* Thudc vo trung:
+ Thudc san xuét vd tring: thubc dong United Kingdom's
. . . P X UK GMP -
Prilaz Baruna|kho; dung dich theé tich nho. a 3498 Ins a S medicines  and
Pliva Croatia|Filipovica ~ 25,|+ Thudc tiét tring cudi: dung dich thé|= Pl & |8 [Healthcare
15 .y , q O GMP S |
Limited Zagreb, HR-|tich nho. - 3428/234 < o Products
10000, Croatia  |* Thudc khong vé tring: vién nang cung;| " 550006 S |8  |Regulatory
dang bao ché ban rin; thubc dat; vién Agency MHRA

nen.




* Thube vé trung;

+ Thudc san xuat vo tring: dung dich thé
tich nho.

+ Thudc tiét tring cubi: dung dich thé

Ctra. M-300, Km.| , \ a ™ 9 Spanish  Agency
Tedec-Meiji  |30,500, Alcala de tich nhp. A NN - = ES/019HI = N of Drugs ang
16 o * Thuoc khdng voé tring: vién nang cting| @ a =5
Farma, S.A Henart_as 23_3802 (b0 gdm ca thubc huéng tam thin)| =) /13 g = Health Products
(Madrid), Spain thudc udng dang 1ong; dang bao ché rin - « (AEMPS)
khac (thubc bot; thudc cdm; pellet);
thudc dat; vién nén va vién bao (bao gom
ca thude chira khang sinh betalactam).
No 147
Madhavaram-Red UK GMP United Kingdom's
Bafna Hills .Road, ’ ) o 3 a 31798 o g medicines  and
17 Pharmaceutica Grantlyon_ Village, *_:Fhuf?c khong v0 tring: vién nang ctng; (29 Insp GMP 8 g Healthcare
Is Limited Vadaka_ral, _|vién nen. S 31798/37 L o Products
Chennai,  Tamil L 8562- — |&  |Regulatory
Nadu, In 600052, 0005 Agency MHRA
India
Davutpasa x I State_ . .
Caddesi Thuqc v trung: la ~ o Adm!nlstratlon of
Idol llac Cebealibey sok. N + Thudc sdn xuat vO trung: dung dich thé| S 016/2012/| 4 § Ukraine on
19 Dolum Sanayii 20 340'20 tich nho. ’ 19 SAUMP/ S 3 Medicinal
ve Ticaret A.S To,pkapi Istanbul, + Thuoc tiét trung cudi: dung dich thé a GMP § C':.) Products
Turkey ’ '[tich nho. (SAUMP) -
Ukraine
Bausch&Lom T FL 33637 San pham: Lotemax  (loteprednol % 11-0116- § E United States
20 b. Uf;n’;\pa, 'letabonate ophthalmic suspension) 0.5% 8 2013-01- % % Food and Drug
Incorporated (Sterile) g VN 3 E Administration




Laboratoires [Route de Marsat, a N Euronean
Merck Sharp&|Riom, 63963|San pham: Invanz (Ertapenem) Powder = 13/12/586 Q _p_
22 . . i o S Medicines
Dohme- Clermont-Ferrand |for concentrate for solution for infusion. |5 76 < Adgenc
Chibret Cedex 9, France L N gency
H o <
4745 Wiley Post , . . = 07-0113- o b= United States
Way, Salt Lake[San pham: RemeronSolTab (Mirtazapine)| ® N N
23 Cephalon . . . O 2012-18- S &S Food and Drug
City, UT 84116,|Orally Disintegrating Tablets g @ o .
0 VN ~ = Administration
USA D . —
Ajinomoto 103-1, o <« Ministry of
. ) _ 7 S « S
Pharmaceutica Shlrasakal_Jshlshl San phim: Amiyu Granules, Atelec| @ = S Health,  Labour
24 Is Co., Ltd.|mizu, Shirakawa- ) - 2395 N S and Welfare
. ) . tablets 5; Atelec Tablets 10. S S o
(Fukushima  [shi,  Fukushima, =2 = = government  of
- o

Plant)

Japan

Japan




* Thudc vo tring chira hormon va chat c6
hoat tinh hormon;
prostaglandin/Cytokine; chat mién dich;
sulphonamides:

Holopack + Thudc san xudt vo tring: dung dich thé
Verpackungstechn [tich 16n; dang bao ché ban rin; dung dich
ik GmbH thé tich nho.
Bahnnhofstrabe, |+ Thudc tiét tring cudi: dung dich thé ~ o
RPN e DEBW_ | o [w
Holopack gemap den|tich 16n; dang bao ché ban ran; dung dich| S 01 GMP S S Co aquan  thim
25 Verpackungste|vorliegenden thé tich nho. o 2012 011 S = u éanﬁ:c
chnik GmbH  |Grundrissplanen  |* Thubc khéng vé tring chira hormon va| ) g g % auy
vom 20.11.2007,|chdt c6  hoat tinh  hormon; - -~
73435 Abtsgmund]prostaglandin/Cytokine; chat mién dich;
Untergroningen, [sulphonamides: thudc ding ngoai dang
Germany long; thudc udng dang 1ong; dang bao ché
ban rén.
* Thudc sinh hoc: thude cong nghé sinh
hoc chira Protein tai t6 hop/ DNA va
enzyme.
* Thudc vo trung:
+ Thudc san xudt vO tring: dung dich thé
tich nho.
i X ar e £ . | o o~ 0 Federal Agency
Laboratoires Scheutlaan - 46-50 + Thl,loc fict tr}J ng cuor dunqg dich the) = BE/2012/ § N for Medicines and
26 Anderlecht, B-|tich 16n; dung dich thé tich nho. O N P
Sterop NV ; £ A A ke 2 dinal 2 024 w o Health Products -
1070, Belgium * Thuoc khong vO trung: thuoc dung|q S 5 .
N Belgium

ngoai dang long; thudc udng dang long;
dang bao ché ran khac; dang bao ché ban
ran; vién nén.




* Thubc v trung;
+ Thuoc san xuat v0 trung: dung dich thé

United Kingdom's

. Dagger Lane,| e 16n; thubc dong kho; dung dich thé| o UK MIA N [ |medicines and
Bio Products|Elstree, tich nhé = 8801 Insp S S Healthcare
27 Laboratory Hertfordshire, L et s Z. ) |9 GMP/IMP S B
. + Thuoc tiét tring cuodi: dung dich the| 5 - o Products
Limited WD6 3BX,|, , .. . 2 , i 8801/182 o 5
United Kinadom tich 16n; dung dich thé tich nho. 35-0021 — o Regulatory
g * Thudc sinh hoc: ché pham tir mau. Agency MHRA
* Dugc chit sinh hoc.
* Thubc khong vo tring: vién nang cing National Institute
Teva , . A % ;
. (chtta hormon); vién nang mém; thudc for Quality and
Pharmaceutica | . .. . N \ Lz a ™ S .
Dia chi 1: H-4042(dung ngoai dang long; thudc udng dang| S — o Organization
[ Works Ay N 7z , z , OGYI/35 8 N .
28 . Debrecen, Pallagi|long; dang bao ché ban ran (chta| @ q S Development in
Private , L e A . = 01-3/2013| « =
- ut 13., Hungary  [hormon); thudc dat; vién nen (chwa| N P Healthcare  and
Limited _ N o . — = .
hormon); dang bao ché ran khac (vi nang Medicines,
Company \ £ 1A
va thuoc bot). Hungary
* Thudc vo tring:
+ Thudc san xudt vo tring: dung dich thé
tich 16n; thuéc dong khd (chira hormon
va chit doc té bao); dang bao ché ban
Dia chi 2: H-2100|ran; dung dich thé tich nho (chtra hormon L0
- Godollo, Tancsics|va chat doc té bao). &
Mihaly ut 82,[+ Thudc tiét tring cudi: dung dich thé S
Hungary tich 16n; dung dich thé tich nho (chua S

hormon va chét doc té bao).

* Thudc sinh hoc: din xuét tr mau va
huyét thanh; thudc mién dich; thudc cong
ngh¢ sinh hoc.




** San phim chira hormon va chit c6

hoat tinh hormon;
Holopack prostaglandin/Cytokine; chit mién dich;
Verpackungstechn |nguyén li¢u sulphonamides:
ik GmbH * Thube vé trung:
Holopack Bahnnhofstrabe, |+ Thudc san xuat vo tring: dung dich thé| o DEBW | o |B "
gemap den|tich 16n; dang bao ché ban rén; dung dich| = 0LGMP_| & |& |[Co quan thim
30 Verpackungste . o \ Q S = Ao,
chnik GmbH vorlleg(_anden thé thh’nhO. , S 2012 011 < S quyén DPuc
Grundrissplanen |* Thubc khéng vo trang: thudc dung| ™ 6 S S
vom 20.11.2007,|ngoai dang 16ng; thudc udng dang long;
74429 Sulzbach-|dang bao ché ban ran.
Laufen, Germany [** Thudc sinh hoc: thudc cong nghé sinh
hoc chira Protein tai to hop/ DNA va
enzyme.
South San. i A bovacizumab) f S |120170- | @ |2 |united  States
32 Genentech Inc |Francisco, CA Ir?trrlavlzengz)rﬁé Us\e/as in- (bevacizumab) for 8 2013-01- g g Food and Drug
94080, USA ' ‘g VN S S Administration
Stada VN Joint
Venture Co.Ltd.
Binh Duong
Branch, 40 Tu Do|, X LINAm e A pe i .
s e, | RO e ol oe ol 28 L
33 Joint Venture|Vietnam vién nén giai phong thay doi, vién nér; 9 L GMP_2 g § quyén Puc
Co. Ltd Singapore khéng dich da day) ’ = 0130036 S 5
Industrial  Park, : : ’
Thuan An, Binh

Duong Province,
Vietnam




* Thubc v trung;
+ Thuoc san xuat v0 trung: dung dich thé
tich nho.

1 true Comte de|, "1y e tiet tring cuéi: dung dich thé| < § |g |[french  Health
34 Haupt PharmalSinard, 26250 tichnho. d ' g4a % HPF/FRI7T| S | Products ~ Safety
Livron Livron Sur *Thuéc' khong vo trung: vién nang cung; > 5/2012 g S Agency
Drome, France Juoc Knong ve g g cme;) N |8 (AFSSAPS)
thudc dat; vién nén.
* Thudc sinh hoc: thudc mién dich.
- * X ~ o .
V!Ilage Thuof Vovtmng; A s X e UK GMP United Kingdom's
Kishanpura, + Thuoc san xuat vO trung: thuoc dong 29338 N <« medicines and
Fresenius Kabi|Baddi, Tehsil|kho; dung dich thé tich nho. % i g
- SN £ . 2 Insp GMP| & N Healthcare
37 Oncology Nalagarh, District|+ Thuoc tiét trung cudi: dung dich thé| @ q =
. . , \ S 29338/44 o — Products
Limited Solan, Himachal|tich nho. o S —
X LA Ao A 3841- N ~N Regulatory
Pradesh, In-1* Thuoc khong vo trung: vién nén. 0004 Agency MHRA
174101, India  |* Thudc chira chit doc t bao. gency
Ministry of
_A- [a Lo
4Kc?islh(:kawa (% g p Health,  Labour
38 Eisai Co., Ltd ' San phém: Pariet Tablets 10mg -~ 4368 o S. and Welfare
Bunkyo-Ku, S S IS overnment  of
Tokyo, Japan S & |8 |
Japan
Ministry of
-6- o o~ <
4K(?islh(:kawa : (zD § § Health,  Labour
39 Eisai Co., Ltd Bunkyo-Ku1 San pham: Methycobal Injection 500ug % 2923 § § and Welfare
Tokyo, Japan 5% §§ §§ government  of
Japan
Ministry of
-6- o o~ <
f((?islrgkawa . (% § § Health,  Labour
41 Eisai Co., Ltd Bunkyo-Ku1 San pham: Methycobal Tablets 500ug < 2924 S S and Welfare
Tokyo, Japan L,QC" § ?—\°| government  of
Japan
Ministry of
-6- o 0
4Kce)sislh?kawa : (ED g <E\’: Health,  Labour
42 Eisai Co., Ltd ' San pham: Pariet Tablets 20mg i 4377 A\ S and Welfare
Bunkyo-Ku 3 2 |o
Tokyo Japa{n =2 = § government  of

Japan




* Thuoc vo trung:

Nucleo Industriale) | p, <o an xudt v6 trung chira hormon| & 2 |2
43 Fisiopharma |- 84020 corticuoosiei?)rild?(?l? Sc bat: é?nc thaéc em % IT/46- N & Italian Medicines
SR.L Palomonte  (SA) o rerotc: thuoe DL ong tuoc e 1 3 19/H/2013 | S |2 |Agency AIFA
ltal + Thuoc tiét trung cuoi: dung dich thuoc| S >
y thé tich nho. N
Akciju G * £ - A . |a o~ l!
sabiedriba, K_rustplls iela 53, Tpuoc k;hom::] V()A’trl{ng. \/Alen‘nang c1\J:ng. = ZVA/LV/ § S State Agency of
44 . Riga, LV-1057,|(chtra thuoc ddc teé bao/chat kim te bao);| @ 2012/012 S = . .
Grindreks (I ; Lz \ A - 0 o Medicines, Latvia
. Latvia thudc uong dang long; vién nén. 0 H < F
vieta) — S
* Thudc vo trung:
_ Prat de la Riba, +’Thuoqc san xuat vO trung: dung dich thé N - 0 Ministry of
Boehringer tich nho. = i b
45 |ingetheim  |°O 0874 Sant "o e tiet tring cudi: dung dich thd|O  [NCFA302) 8 & Health of
Esgpana SA Cugat Del Valles tich nho i g ' g d S /001/CAT g Q Government  of
y - ’. L N — in_ -
(Barcelona), Spain|, Thubc khéng vo tring: vién nang; o Catalonia - Spain
thudc ubng dang 1ong.
Damastown, o <
Helsinn Birex|Mulhuddard, = 07-0060- g § United States
46 Pharmaceutica [Dublin 15,{San pham: Aloxi Injectin 8 2012-03- N 3 Food and Drug
Is Ltd Republic of 9 VN % g Administration
D o
Ireland
* Thudc vo trung:
Manor Farm|+ Thudc san xuit vo tring: thudc dong UK MIA United Kingdom's
Health Road, Porton|kho; dung dich thé tich nho. a 20170 o © medicines  and
. Down, Salisbury,|* Thudc sinh hoc: thudc mién dich; thube = N Q Healthcare
47 Protection - . . L . |9 Insp GMP| & N
Agenc Wiltshire, Sp4|cdng ngh¢ sinh hoc; thuoc sinh hoc khac| 5 20170/13 g o Products
gency 0JG, United|(Botulinum Toxins, toxoids Bacterial|“ 167-0015 — N Regulatory
Kingdom. Enzymes  (Erwinia  L-asparaginase) Agency MHRA

Bacterial Toxoids).




Merck Sharp &

United Kingdom's

Merck Dohme — Limited, ., Thudc khdng vé tring: vién nang cimg;| o UK MIA o~ l! medicines  and
.__|Shotton Lane, N I (A s 25 Insp| o b
Manufacturing : dang bao ché ran khac; vién nén; thudc < N Healthcare
49 N Cramlington, . . , Lz o GMP S B
Division - khong vo trung khac (thudc com uong). |5 © o Products
Cramlington Northumberland, |, San pham khéc: san pham cha hormon. | Y 13532/40 S |2 |Rregulator
glon  INE23 3JU, Uniteg| ©n Pham Khac: san pham chir hormon. 61-0021 o gulatory
. Agency MHRA
Kingdom.
* Thubc v trung;
+ Thudc san xuét vo tring: thudc déng
a. N A N4 <. . A Lo
Allergan Castlebar  Road, Ezﬁ’nﬁng bao ché ban ran; dung dich the % 3744/M14 g § rish  Medicines
50 Pharmaceutica [Westport, Co. POV Z. Lz |9 8- o PN
Is Ireland Mavo. Ireland + Thuoc ti¢t trung cuoi: thuodc cay ghep| 5 V12/531 S o Board
Yo, dang rin (Dexamethasone) L N =
* Thude sinh hoc: thudc ¢éng nghé sinh
hoc.
* Thube v trung: thude tiém (thudc san
TTY No. 838, Sec 1, xuat V(z trungA va '[h}lOC\tl@t trung CUf)l). Ao
Biopharm * Thuoc khéng vo tring: dang bao ché ™ 2!
Chung-Hwa Rd,| ., . PR _ L= < |3  |Department of
51 Company Chuna-Li  Cit ban ran (thuéc md, thuoc kem); dang bao| © 8001 N I Health  Taiwan
Limited Ta0 l?an County’ ché rn (vien nén bao phim, vién nén,| & % S R O.C ’
Chung Li Taiv)\//an RO.C Y thube cdm, thudc bot, vién nang). o N @ o
Factory T * Nguyén liéu 1am thudc: chit doc té bao

(thuoc ti€m, vién nang).




Misato Plant, 950{San  pham: Aricept Evess 5mg . . .
L . . . United Kingdom's
Oaza Hiroki,[Orodispersible tablet, Aricept Evess .
. : . PP101207| o o medicines  and
. Misato-cho, 10mg Orodispersible tablet. X Rk o
Eisai Co \ PP o 45 va] o N Healthcare
52 L Kodama-Gun, (San xuat tai: Eisai Co Limited N S
Limited i , L. . ) PP101207 = o Products
Saitama bong goi tai: Pfizer PGM; Pharmapac PN N
L . ) 46 o Regulatory
Prefecture, 367-|(UK) Limited; Eisai Manufacturing Agency MHRA
0198, Japan Limited) gency
JI. Pulo Gadung
. D_ N q_ -
PT. Soho|No. 6, Kawasan|* Vién bao khong chiaa khang sinh|= PW.01.02 P b National ‘Agency
. . o A X e Ny o N N for Drug and
54 Industri Industri Pulof(khong bao gom thudc tranh thai; hormon| . 331.12.1 N N Food Control
Pharmasi Gadung, Jakarta -|sinh duc va chét kim té bao). O 2.7459 S S . !
: o ~ N Indonesia
Indonesia
Anthoussa . a o~ Lo National
* A A A ¥ . 1A “ . i -
Famar A.V.E. Avenue 7, Thuo\c khoAngLvo trEJng._\flen nang euns,| = 16559/5-31 & N Oganization  for
55 Anthoussa .. ."|dang bao ché ran khac; vién nén (hormon| @ N = -
Plant Anthoussa Attiki, va cac chét ¢ hoat tinh hormon) = 12 g 2 Medicines,
15344, Greece ' L < |&  |Greece
* Thuoc vo trung:
8301 Mars Drive : LA X o =1/
'|[+ Thuoc san xuat vo tring: dan hé A S . .
Allergan Sales|Waco, Texas|, , lfoc s u.at 0} u g de‘} g bao che| 5 2012/594 S Q Irish  Medicines
57 .. |béan ran; dung dich thé tich nho. o N BN
LLC 76712, United| £ ~ N s A5 2 & — Board
States Thuoc khong vo trung: dang bao ché| g = =
o

ban ran.




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

Dot 11
> e |=
~ - F : ~<s n(g
NHA MAY . . - 7z, 2 |GIAY Z |CO QUAN
STT A -~ [DIA CHI PHAM VI CHUNG NHAN @ = - - L] s
CONG BO : : ’ E O |CN 'é '5 = |CAP
% z. 4
State
* Thudc vo tring: o o |Administration of
Sun _|Halol-Baroda + Thudc pha ché vd tring: thudc dong| = 045/2012/| = |&  |Ukraine on
Pharmaceutica [highway, Halol-| . . . 2., . o N N ..
1 . . kho; dung dich thé tich nho. h SAUMP/ N > Medicinal
I Industries|389350, Gujarat, P . N LR N o
Ltd India * Thuoc khéng vo trung: vién nang mém;| O GMP = = Products
dang bao ché ban ran. o @ (SAUMP) -
Ukraine
Plot No E-37/39, itg:sinistration of
* A A A N . A N o ©
Glenmark M'I'D'(.:' T\huoc kh?ng VO }r“”‘;?J' thude dﬂung = 026/2013/| & b Ukraine on
. |Industrial Estate,|ngoai dang long; thuoc uong dang long;| O o N -
2 Pharmaceutica . R o A A SAUMP/ N P~ Medicinal
Satpur, Nasik-422|bot dung ngoai da; dang bao ché ban ran| = i o
Is Ltd. 2 L. n S) GMP S > Products
007, Maharashtra,|(thuoc kem; thuoc md; gel); vién nén. o ~
India (SAUMP) )
' Ukraine
Brisweg 2, 4253 * Thudc khdng vo tring chira penicillin % o 3 Swiss Agency for
Acino Pharma| . ’ va cephalosporin: vién nén; vién nén bao| © S N Therapeutic
3 Liesberg, . L . L : 12-444 N S
AG switzerland phim; vién sui; vién nhai; vién nang 8 & o Products
ctng; thube bot; thude cdm; pellet. = ol 3 (Swissmedic)
Kishapura, Baddi- UK GMP United Kingdom's
Glenmark Nalgarh Road, a 17350 o © medicines  and
A Pharmaceutica |S0130  District,|* Thudc khéng vé tring; dang bao ché (29 Insp GMP| S |&  [Healthcare
Is Limited Himachal ban rin (thudc kem va thudc md). 3 17350/38 g S |Products
Pradesh, In- L 2961- ® &  |Regulatory
174101, India 0004 Agency MHRA




Bipso GmbH
Robert-Gerwig-
Str.4, gemab der

* Thuoc vo trung:

- SR AN ala DEBW_ | _ |3
Grundrissplane |+ Thuoc san Xuat vO trung: dung dich thé| S 01 GMP = S Co ha
. ; , £ At oA | _ quan tham
Bipso GmbH |vom  21.7.2011,[tich nh9; thuoc bot vo trang. 7 o 2011 006 g E uvin Ditc
78224 Singen,|+ Thudc tiét trung cudi: dung dich thé a 0 5 S auy
Baden- tich 16n; dung dich thé tich nhé. °
Wurttemberg,
Germany
Parque Industrial, UK GMP United Kingdom's
Glenmark Calle 9 Ing nger * Thuéc vo trfmg: o ' o 41732 g g medicines  and
Generics SA - Oks No 593, Pilar, -l:Thu60 san {(uét vo trunAg: dung d}ch th§ (% Insp GMP g g Healthcare
Pilar Plant Buenos Aires, Ar-|tich 16n; thuoc dong kho; dung dich thé| 5 41732/70 = | Products
B1629MX, tich nho. L 09036- & |&  |Regulatory
Argentina 0001 Agency MHRA
* Thude khdng v tring: vién nang cung;
thudc dung ngoai dang léng; thudc ubng
Madaus GmbH  |dang 16ng; dang bao ché ran khéc (thudc| DE_NW_ ™ pul
Madaus Lutticher Str. 5,|bot, thudc com, pastilles); dang bao ché (% 04 GMP_| & |& |Co quan thim
GmbH 53842 Troisdorf,|ban ran; vién nén (vién nén bao phim,|< 2012.004| < |8 |quyénDic
Germany vién nén bao duong). L 3 & S

* Thube duge lidu; thude vi luong dong

can.




Mega Life
Sciences Ltd.
Site 2: 515/1 Moo

* Thude khong v tring: vién nang ctng;
Vvién nén.

San pham cu thé: vién bao Doloteffin,
vien bao Doloteffin forte, vién nén
Ardeysedom, vién bao duong
Ardeysedon Nacht, Ardeycordal forte,

i <
Pharma- 4, Sol 8 Bangpoo vién nang Gabapentin (100mg, 300mg, % DE_NW_ 3 b= 2
Industrial Estate, " . i 01._GMP_| & N Co quan tham
11 Zentrale Pattana 3 Road 400mg), vién bao Finasterid (1,9, 5mg),| @ 2013 000 5 = uvén Dire
GmbH '|vién nang Tacrolismus (0,5 mg, 1mg,|3 - = Sr auy
Phraeksa, Mueang n X 1 N —
5mg), vién nang Mycophenolat Modefil
10280 A .
250mg, Vvién nén Mycophenolat Mofedil
Samutprakarn, " )
Thailand 500mg, vién bao Donepezil (5mg, 10mg),
vién bao Tramadol HCL
37,5mg/Paracetamol 325mg, vién nén
Glofer, vién nén Globifer forrte.
Mega Life
Sciences Ltd. * Thubc khong vé trung: Vién nang mém.
Site 1: 384 Moo 4,|San pham cu thé: Vitamin E 600,
Pharma- Soi 6, Bangpoo|Knoblauch+Mistel_ Wibdom,| o DE_NW_ ™ S
12 Zentrale Industrial Estate,|Alfacalcidol (0,25pg, 0,5 pg, 1 ug),?D 0L GMP_| & & Co quan tham
GrmbH Pattana 3 Road,|Fisschol (500mg, 7050mg), Ibuprofen| < 2012_001 § S |quyén Buc
Phraeksa, Mueang|(200mg, 400mg, 600mg), Isotretinoin| ™! 6 N 3

10280
Samutprakarn,
Thailand

(10mg, 20mg), Livolin Forrte, Vitacap,
Prosstacare, Enat 400, Ginsomin, Giloba.




* Thube vé trung:

+ Thubc san xuat vo tring: thudc dong
khd (chtira hormon va chéat c6 hoat tinh
hormon, khéng bao gdom hormon
corticosteroid va hormon sinh duc); dung
dich thé tich nhé (chta hormon va chat
c6 hoat tinh hormon, khong bao gom
hormon corticosteroid va hormon sinh
duc); polveri.

+ Thudc tiét tring cubi: dung dich thé

. . L, , o N >
Alfa Via Enrico Fermi.|tich nlio' ) o ’ = IT/38- § S ltalian Medicines
14 Wassermann |1 - 65020 Alanno|* TI}uOC khong vO trung: vién nang ctng;| Q 1/H/2012 S g Agency AIFA
S.P.A (PE), ltaly thuéc dung ngodi dang long (chual ) S |s
hormon va chit c6 hoat tinh hormon, o
khéng bao gdm hormon corticosteroid va
hormon sinh duc); thudc uéng dang long
(chira hormon va chat c6 hoat tinh
hormon, khéng bao gém hormon
corticosteroid va hormon sinh duc);
thudc cém; dang bao ché ban rin; vién
nén.
* Thudc sinh hoc: ché pham tir méau ( tir
nguoi); thude c6 ngudn goc tir dong vat.
The Institute for
Teva a o © Standarization
. i o
17 Pharmaceutl_ca 2 Hamarpeh St., Dang bao ché ban ran va thube dat. (z? 1322/12 8 % and Contr_ol of
| Industries|Jerusalem, Israel S S o Pharmaceutical,
Ltd. L ® |&  |Ministry of

Health, Israel




* Thude khong vo tring: vién nang mém;
thudc ding ngoai dang long (chua
hormon corticosteroid ); thudc ubng dang
long (chira hormon corticosteroid); dang
bao ché ran khac (thudc bot va thude cdbm
chtra hormon corticosteroid va hormon
sinh duc); dang bao ché ban rin (chua

Doppel Vi:_;t Martiri Delle horAmon va phét co hoat_ tinh hormop, a o g _ N
20 Farmaceutici Foibe, 1 g 29016|khéng bao gom hormon_smh du_c); thqc?c % IT/220- S '%1 Italian Medicines
SRL Cortemaggiore dat (chtra hormon corticosteroid); vién| 5 1/H/2012 S oS Agency AIFA
o (PC), ltaly nén (chtra hormon corticosteroid, hormon| ke S
sinh duc va cac hormon khac).
* Thude sinh hoc: thudc ¢6 ngudn goc tir
dong vat: ethyl esters cua axit béo khong
no chiét xuat tir dau ca (dang vién nang
mém); heparin va heparinoid (dang bao
ché ban rin)
* Thude duoc liéu.
* Thudc vo trung:
. . . + Thudc san xudt vo tring: dung dich thé| o o |
Biomedica Via Morolense 871, 16n; dung dich thé tich nho; thubc| = IT/32- S |& |italian Medicines
24 |Foscama - 03013 Ferentino s v trim 3 |amzos| S |8 |Agency AIFA
Group S.P.A |(FR), Italy tvotmng. 02 Sl gency
+ Thuoc tiét trung cuoi: dung dich thé — ~
tich 16n; dung dich thé tich nho.
San pham: Deplin 600mg (Vietnam),
Biokanol Pharma [Solution for Injection.
Kehler Str. 7,[(Co so san  xuat:  Solupharm|a DEBW | o2 |
,;  |Biokanol 76437 Rastatt,|Pharmazeutische GmbH. -Industriestr. 3,| & 0LGMP_| & |& |Co quan thim
Pharma GmbH |Baden- 34212 Melsungen, Germany 35 2011 011| & |8  |quyénDic
Waurttemberg, Co sé dong goi, xudt xuéng: Biokanol| Y 7 N | X
Germany Pharma GmBH - Kehler Str.7, 76437

Rastatt, Germany)




Lot no: 423/P/A,

* Thuoc vo trung:

Sarkhet Bavla ‘ S oA s . 2
+ A 9 A : A (o]
Intas Highway, Village|" Thuo? san xuat vO trung: dung dich thé| n o = Health care
) : ->"Itich nho. >= NL/H s |& |
30 Biopharmaceu |Moraiya,  Talika|, Thube sinh hoe: thude cond nehé sinh o 13/0106 N N inspectorate, The
ticals Ltd. Sanand, Gujarat, hoc T g nghe a S % Netherlands
Ahmelabad, * .D;J:oc chét sinh hoc -
382213, India ' o
Plot numbers 457 . . ,
and 458 Sarkhej- UK GMP " rizgfc‘?nt;”gdogj
INTAS Bavla Highway,|* Thudc khdng vé triing: vién nang cimg;| S 17543 X b
. 5 o . s C o2 N N Healthcare
31 Pharmaceutica [Matoda, Sanand,|dang bao ché ran khéc; dang bao ché ban| @ Insp GMP g > Products
Is Limited ~ |Ahmedabad,  |rén; vién nén. D |17543% | S S |sequlator
Gujarat, 382210, 21-0016 — gulatory
India Agency MHRA
* Thudc vo trung:
or._Gomagforrstutar |2 T s 0 1 s ) 5 |2
Mann Damm  165-173,| o ran {9€1 mho mat), dung di = 201200 | S | |co quan thim
32 .'Inh¢ (thudc nho mat). Q > re) A Do
Chem.-pharm. {13581 Berlin, + Thude khéna vo trang: thube dun S mann g o quyén DPuc
Fabrik GmbH |Germany uoe g g. thuoe CUng) oy N &

ngoai dang 1ong; thudc udng dang long;
dang bao ché ban ran; vién nén.




* Thube vO tring: vién nang cing; thude

r r L() i
Laboratoires |6 avenue  de|dung ngoai dang long; thudc udng dang % = S Natlonal_ _Agency
. X X I ‘. X HPF/FR/1 I N of Medicine and
33 Mayoly I'Europe,  78400|long; dang bao ché ran khac; dang bao| @ q S
. PO S 7712012 S =) Health  Product
Spindler Chatou, France  [ché ban ran; vién nén. o d F
* Thube dugc liéu. N -~ Safety (ANSM)
* Thube vé trung:
+ Thudc san xuat vo tring: dung dich thé
Zone Industrielle|tich nhé (thudc nhod mat). a ~ |3 |French  Health
Y Laboratoire  [Ripotier ~ Hapt,|+ Thudc tiét tring cudi: dung dich thé % HPF/IFR/4| S |&  |Products Safety
Chauvin 07200  Aubenas,|tich nhé (thubc nhé mat); thude ciy ghép| = 8/2012 % S |Agency
France dang ran. L N S [(AFSSAPS)

* Thudc khong vo trung: thudc dung
ngoai dang 1ong.




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

Dot 12
=z a e
NHA MAY ; o (GIAY S |E Z |co QUAN
STT CONG BO PIA CHI PHAM VI CHUNG NHAN E (ED CN g g é CAP
% z. 4
Rotexmedica * Thubc v trung;
Rotexmedica |GmbH + Thudc san xudt vo tring: dung dich thé| o DEsHol @ |2 »
GmbH Arzneimittelwerk tich 16n; dung dich thé tich nho (chta = .~ N Q Co quan tham
1 P \ A ’ P Q 1 GMP_2 = Is) A ,
Arzneimittelw [Bunsenstrabe 4, hormor} va chat ¢6 hoat ’tll’lh hormon). 7 5 013 0001 g o quyén Duc
erk 22946  Trittau,|+ Thudc tiét trng cudi: dung dich thé|"Y - S =
Germany tich 16n; dung dich thé tich nho.
San pham: vién nén Asgizole (Gastro- Giiy CPP: United Kingdom's
Via G.Morgagni,|Resistant tablet 20mg, 40mg) a PP101181| « medicines  and
Valpharma 1, = 64| Co s san xudt: Valpharma | ional| = S Ith
3 International N : pharma Internationa 5 69’ & Healthcare
SPA Pennabilli  (RN),|SPA 5 Giay CPP: = Products
o Italy Co sé dong goi: Lamp San Prospero SPA | PP101181| ™ Regulatory
Co s6 xudt xuong: Farmea SAS 72 Agency MHRA
* Thubc v trung;
+ Thudc san xuét vo trung: dang bao ché
Alfa Intes|, ,. Ao . -
Industria Via . Fratelli{ban ran ( hormoIn corticosteroid); dung|a ™ g . N
5 Terapeutica Bandiera, 2§- dich thé tlch nho (hormon (ED IT/98- 8 g Italian Medicines
Splendore 80026 Casoria conico§teroid); thuoc bot. -] 1/H/2013 E o Agency AIFA
SRL (NA), ltaly * Thudc khong vo trung chaa hormon| Y = |3

corticosteroid: thudc dung ngoai dang
16ng; thubc ubng dang long.




Baxter Route 3 km 142.5,[San pham: Forane (isoflurane, USP) % 03-0052- 9 5 United States
Healthcare of{Guayama, PR|Liquid for Inhalation 8 2013-01- 8 % Food and Drug
Puerto Rico (00784, USA Tén tai Viét Nam: Aerrane (isoflurane) g VN % % Administration
* Thubc v trung;
Ranbaxy + Thudc san xudt vo trung: thude bot pha
Laboratoires tiém chua penicillin, cephalosporin va| o DE_NW_ . o
Ranbaxy Industrial Area 3|carbapenem. (29 04_GMP_ § g Co quan tham
Laboratoires |A.B. Road, Dewas{* Thudc khong vo tring chta penicillin| 5 2013 002| © |9  |quyénDuc
455 001 Madyal|va cephalosporin: vién nang cing; vién|Y 1 RER
Pradesh, India  |nén (bao gém ca vién nén bao phim va
vién nén bao duong); hon dich kho.
* Thudc vo trang:
+ Thudc san xudt vO tring: dung dich thé
tich nho. a ™ 9
Abbott veenweg 12, 81211, "y ée tiet tring cudi: dung dich thé| = |NL/H g |g |Healthcare
Biologicals [AA Olst,| , \ o = S Inspectorate,
B.V Netherlands tich nho. . |3 13/0003 S |S  |Netherlands
' * Thubc khong vO tring: thubc udng| ~ (S

dang 16ng; vién nén (chura hormon).
* Thudc sinh hoc: thuéc mién dich.




* Thudc vo tring chira hormon va chit cé
hoat tinh hormon;
prostaglandin/Cytokine; chit mién dich;
sulphonamides:

Holopack + Thudc san xuat vo tring: dung dich thé
Verpackungstechn [tich 16n; dang bao ché ban rin; dung dich
ik GmbH thé tich nho (bao gdm ca ché pham nho
Bahnnhofstrabe, |mit).
gem_ap den + Thl’lOC tiét trEJng cA’uO}: dvyng dich ‘Fhe N DE BW o 0
Holopack vorliegenden tich 16n; dang bao ché ban ran; dung dich| S i P b 2
. I \ A . A Z 2 \ 01 GMP_ ~ N Co quan tham
9 Verpackungste|Grundrissplanen |thé tich nho (bao gom ca ché pham nho| Q 2012 011 S = uvén Dire
chnik GmbH |vom 20.11.2007,|mét). 2 g S P
73435 Abtsgmund{* Thudc khong vé tring chira hormon va A A
Untergroningen, |chat céd hoat tinh hormon;
Baden- prostaglandin/Cytokine; chat mién dich;
Wurttemberg, sulphonamides: thudc dung ngoai dang
Germany 16ng; thubc udng dang 16ng; dang bao ché
ban ran.
* Thude sinh hoc: thudc ¢éng nghé sinh
hoc chtra Protein tai to hop/ DNA va
enzyme.
* Thube v6 trung;
Novartis +Thubc san xuat vo trung: dung dich
- r4 = A ’ o Te) -
Pharma Stein Schaffhauserstrass tl;uoc (ri}mp?ules, Al(')’ bom tiém dong| 5 © = Swiss Aggncy for
AG, . _|san); thudc dong kho (19). O 13-989 o N Therapeutic
11 . |e, 4332 Stein, PRSI %, . | N -
Pharmaceutica Switzerland + Thuoc tiét trung cuodi: dung dich thudc S 13-988 o S Products
| Operations (ampoules, lo; bom tiém dong san). o ™~ 3 (Swissmedic)
Schweiz * Thubc khdng vo tring: Dang bao ché

ran: vién nén; vién nang; miéng dan.




* Dia chi: Kvarnbergagatan 12 (Freeze
Dried and Pumpspray) Sodertalje, 15185
Sweden

*Thudc vo tring:

N Lo
_ A . Ac A trinA- A A o — — i
AstraZeneca 25(1?';'_6 85 ;{-thzzoc s:rj x)uat vl trung: thuoc dong (25 24:2012/5 8 8 ’IZ\/Iegr:((::al PrOdUC;?c
AB I8 oldmghem. | [22363 S |g |fenY
Sweden + Thuoc tiét trung cuodi: dung dich the| g = S Sweden
tich nho (dang tiém). o o
*Thude khong vé tring:thudc ding ngoai
dang 16ng (thudc thut); dung dich va hén
dich udng; thudc hit va thude xit.
Str. Theodor .
Lo N ) National Agency
* . o — —
S.C  Infomed| alady nr. S0, Thuoc vo tring: |2 |ozsr01z7| & |  |for Medicines and
14 i sector 3,|+ Thuoc tiét trung cuodi: dung dich thé|Q N > . .
Fluids S.R.L . s S RO H o Medical Devices
Bucuresti, cod|tich 16n. o > = Romania
032266, Romania -
56, Hanjin 1-qil,
Songak-eup, = o~ S Pharmaceuticals
JW . \ 2 z x . = — o .
15 Pharmaceutica Dangjin-si, San pham: Thuoc tiém Imipenem,| O 15221 S I & Medical
| Corporation Chungcheongnam-|Cilastatin ( 0,25g va 0,5Q) § 15572 = g Devices Agency,
P do Republic of S ¥ 1S |Japan
Korea
gcl)ISan Rafaell,ni, * Thubc khong vo tring: thudc dung|a o |5 |Spanish Agency
Italfarmaco ' 'ngoai dang 16ng; thubc udng dang long;| = ES/050H S |& |of Drugs ang
16 Alcobendas, N PR ) o |9 5 |
S.A Alcobendas 28108 dang bao ché ran khac (thuoc bot, thuodc| 5 VI/12 % o Health Products
cdm) L N |X |(AEMPS)

(Madrid). Espana




* Thude khéng vo tring: vién nang ctng;

) A A . A s sl o «@ 2 ; i
Gedeon Richer H-1103 _ Budapest|thuoc %ong dang lo\ng, th:lOC/ durlg ngo’al = 0GYI/60 § S National Institute
17 Gyomroi ut 19-21,|dang long; dang bao ché ban ran chualQ q S of Pharmacy,
PLC oL e . c A D 01-2/2013| « o
Hungary khang sinh; vién nén chira hormon; thuoc| = > Hungary
bot va thude cdm. o
6-8. Doshomachi Miniistr of
Dainippon 2-chome, Chuo- % ™ o y
Sumitomo ku, Osaka, Japan : O S Q Health,  Labour
1 ’ 2 A1 - 1 1 Q =
18 Pharma  Co.,|(1450, Yasuzuka- San pham: Gasmotin tablets Smg § 4371 g 5 agij/emmer\]/':/elfa(r)(]ac
Ltd cho, Suzuka, Mie, ks & |18 |9
Japan
Japan)
* Thubc khong vo tring: vién nang cimg;
thudc udng dang 1ong; dang bao ché rin
kh&c; vién nén.
. 4601 Highway 62 San pham.fu t%le: vien nen bao phim a ™ © National Agency
Bristol Myers Sprycel, vién nén bao phim Baraclude,| = i S ..
21 |Squibb cast, MOUNt 4 ing dich uéng Baraclude, vién nén bao| O UMCPTI 8 |€  |of Medicine and
o Vernon, 47620, 10 G o e evatay |2 |2/2013 S |5 |Health Product
pany United States P auis, g cung meyataz, | |Safety (ANSM)

thudc bot pha dung dich ubng Zerit, dung
dich udng Abilify, vién nén bao phim
Ebyont, vién nén bao phim Onglyza, vién
nén bao phim Komboglyze.




National Institute

Village N ISP .
Nectar Bhatolikalan, Th“ﬂ?”? tmn?‘ A A a — S for Q_ual_lty and
e o + Thudc san xuat v trung: thuoc bot phaf s OGYl/24 b, o Organization
29 Lifesciences |District - Solan, tiom 0 275. N N Development in
Limited, Unit-|Barotiwala, S s 3 S |8 P
. San pham cu thé: thudc bot pha tiém| g 6/2011 = S Healthcare  and
VI Himachal Pradesh i . . o N -
. Cefuroxime, Cefotaxime, Ceftriaxone. Medicines,
173205, India
Hungary
. National
- Lo
Bluephgrma S'. Martmhp do I , : % F001/S1/ = p Authority of
Industria Bispo, Coimbra,|* Thudc v0 trung: vién nang cung; thudc N N -
23 . . L % e, Q H/AF/001 a S Medicines  and
Farmaceutica, [3045-016, bot; thudc com; vién nén. S \ —
0 /2012 N N Health Products,
SA Portugal N S
I.P, Porrtugal
Unit 11l Block A&
B, Formulations,
Plot no 22-110 a ™ S Spanish  Agency
24 Hetero  Labs|Industrial ~ Area|* Thudc khong v tring: vién nang ctng; (ED ES/034H/ N 8 of Drugs ang
Limited Jeedimetla, Vvién nén; vién bao. S 12 S '§ Health  Products
Hyderabad 500 L“ S |Z |(AEMPS)
055 (Andhra
Pradesh) India
Via  Provinciale - o
. _ o —
25 [Novartis ggglstg 131Torre * Thubc khong v trimg: vién nén 5 |Tse S |§ |talien Medicines
Farma S.P.A . 4 & & ' 3 5H2013 | |8 |Agency AIFA
Annunziata (NA), 0 e S
N

Italy




Ronda de Santa

* Thudc khéng vd tring: vién nén (bao

. ) gom ca thubc hudng than); vién bao (bao| o N [ |Ministry of
2 E:r‘r’s;i'zutica g'aargz;alss’ osélec: gdm ci thude huéng than); vien nang| 2 [NCF/1227 § § Health of
cung (bao gom ca thudc hudéng than, chat| 5 /001/CAT — o Government  of
SA Valles kim té bao); vién nén bao phim (voi| Y 2 |3 Catalonia - Spain
(Barcelona), Spain duong) '
Laboratoires [Route de Marsat, jTTILquc Vovtmngit V6 tring: thude donel & ~ |8 French  Health
Merck Sharp&|Riom, ~ 63963| . 0¢ San xudh VO fUNg: thuoe dong\ = \yppyrpis| 8 |&  |Products  Safety
28 kho; dung dich thé tich nho. Q < N
Dohme- Clermont-Ferrand |, ¢ sinh hoc: thuée mién dich; thude| D | 2012 N | |Aeeny
Chibret Cedex 9, France | . o T L — |8  |(AFSSAPS)
cong ngh¢ sinh hoc.
Abbott
Laboratories, * Thube khéng vo tring: vién nang ctng; ©
Abbott Plant Neustadt ~ |dang bao ché rin khac (chira hormon va| S DE_NI 0 g § Co quan thim
29 Laboratories  [Justus-von-Liebig-|chat c6 hoat tinh hormon). o 2 GMP_2 % N A qD’
GmbH Str.33 * Thube sinh hoc: thube c6 nguén géc te| 3 |013.0007| & |g |17
31535 Neustadt a.|nguoi va dong vat. o
Rbge. Germany
Survey No. 41,
Bachupally UK GMP Unit_eq Kingdom's
Dr Reddy's|Village, ’ a 8512 Insp o “87 medicines  and
32 Laboratories |Qutuballar * Thuoc khéng vo trung: vién nang cing; (% GMP g X Healthcare
Limited FTO-[mandal, = Ranga|vién nén. 5 8512/179 e S Products
Unit 3 Reddy  District, L 200006 < |&  |Regulatory
Andhra Pradesh, Agency MHRA

In-500 090, India




33

RPG
Sciences
Limited

Life

3102/A.G.1.D.C
Estate,
Ankleshwar,
Gujarat, 393 002,
India

* Thude khéng vo tring: vién nang ctng;
Vvién nen.

EU-GMP

UK GMP
18388
Insp GMP
18388/10
806-0004

31/8/2012

24/05/2015

United Kingdom's
medicines and
Healthcare
Products
Regulatory
Agency MHRA




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

Dot 13
> a e
NHA MAY . . - 7z, 2 |GIAY Z |CO QUAN
STT A - |PIA CHI PHAM VI CHUNG NHAN @ = - - L] s
CONG BO : : ’ E O |CN 'é '5 = |CAP
% z. z
_|Céac san pham chira penicillin: a ~ " .
Glaxosmithil 00+ MOUNAIN|,Cry 50 v6 trung: dung dich: hén dich;| = [Mi2011- | S |g | Therapeutic
. . |Highway, Boronia| . , .. J O N N Goods
1 ine  Australia thudc tiém; thuodc thut. h LI-04378- S B . .
VIC 3155, ) o A U & — o Administration,
Pty Ltd i * Thuoc khong vO6 trung: vién nén; vién| O 3 S = .
Australia , 7 o — — Australia
nang cuing; thudc thut.
Lot. 89, Jalan
Enggang, o - o National
i . > = '
Sterling Drug|Ampang/Ulu _|* vien nen: vien nén dai, thuéc bot| D § S Pharmaceutical
3 (Malaya) Sdn{Kelang Industrial thude ubne dane 160 h 182/13 3 N Control Bureau,
Bhd Estate, ~ 54200|  0¢1ONE Cangong. 3) S |S  |Ministry of
Selangor, o ' |Health Malaysia.
Malaysia
Mobilat
Produktions - o
. o —
Mobilat GmbH * Thudc khdng vo tring: thudc ding|= DE_BY 0 § & |Co quan thim
4 Produktions  [Luitpoldstrasse 1,n 5i dane 16ne: dane bao ché ban rén o 4 GMP_2| & N in Dir
GmbH 85276 goal dang fong, cang bao che 3 013.0050| = |§ [T0TOF
Pfaffenhofen, -
Germany
National Institute
Extractum - © for Quality and
D— ‘_| - -
Pharma —Zrt/lIV.  Korzet = 6., Thubc khong vo trang: vién nang cimg; = OGY1/47 § N Organization .
5 Extracum Kunfeherto, 6413,|, . . .. ° : A, o g PN Development in
thuoc bt va thudc com; vién nén. S 00-5/2013| < o
Pharma  Co.[Hungary 0 2 > Healthcare  and
Ltd - Medicines,

Hungary




17 e del Thudc khéng vo tring chira chét c6|a @ | |French National
. i hoat tinh hormon: vién nang cung; dang = HPF/FR/6 N 8 Drug and Health
6 Cenexi Pontoise, 95520/, . o ., Q = =
OSNY . France bao ché ran khac; vién nén. S 1/2013 Q S Products  Safety
’ * Thudc sinh hoc: thudc mién dich. L ~ |9 [Agency (ANSM)
San pham: Exjade/Asunra Dispersible o
Novartis Schaffhauserstrass [tablet % 04/13/620 g § European
7 Pharma Steinle, 4332 Stein,|( Co s& déng gbi cip 2: PharmalLog|® 93 % = Medicines
AG Switzerland Pharma Logistik GmbH, Simenstrase 1, a § % Agency
59199 Bonen, Germany) -~
* Thuég vO trung: ’ 1o ~ <
L aboratoire Zone' Artlsanale+’ Thl’,lOC tiét trgng C;u(fli durlg dich thé| s HPE/FR/S § § French Health
9 Renaudin Errobi, 64250(tich loq; dung dich thé tich nho. ’ ’ o 412012 > é Safety  Agency
Itxassou, France |* Thuoc khdng vO trung: thuéc udng a § §| (AFSSAPS)
dang léng.
* Thudc vo trang:
+ Thudc san xuét vo tring: thubc dong
kho (chira chat doc té bao/chat Kim té
_ Via Pasteur, 10- bz‘ilo).i dl‘Jng d}ch‘thé;tl'c‘h nho (chtra chit a /4 o g _ B
10 Actavis Italy 20014  Nerviano doc té lgao/.cAhat lflm te bio). ‘ |5 14/H/201 8 % Italian Medicines
S.P.A (M), Italy * Thuodc tiét trung cuoi: gung dlgh the| 5 3 o o Agency AIFA
' tich nho (chira chat doc té bao/chat kim| Y © S
té bao; hormon sinh duc).
* Thube khéng vo tring: thudc udng
dang léng (chtra hormon sinh dyc).
10 rue Colonel|, : A A . la o~ © National Agency
11 Delpharm Charbonneaux, thzggicéigogfn\glolé;u;g&:;;nbgznghcéufégﬂ (59 HPF/FR/1 g & of Medicine and
Reims 51100 Reims,| .\ o o o 5 63/2012 ® |8 |Health Product
France ’ ' L ~  |J |Safety (ANSM)




* Thubc v trung;

+ Thudc san xudt vo trung: dung dich thé
tich nho chira hormon va chit cé hoat
tinh hormon (khéng bao gdm hormon

Viale Fulvio cortico§ter9id Vé.\ hormorn‘ sinh duc).. | o g _ N
12 Italfarmaco Testi 330-20126 + Thuoc tiét trung cuodi: dung dich thé (29 IT/28- S %‘ Italian Medicines
SP.A Milar,lo (MI), Italy tich nh@. ) 1/H/2013 S o Agency AIFA
’ * Thubc khdng vo tring: vién nang ctng;| - ™~ Q
thude bot va thude cdm; vién nén.
* Thudc sinh hoc: thuc ¢ ngudn gc tir
dong vat (dung dich thé tich nho san xuét
v trung hodc tiét trung cudi).
56  route  de|* Thudc khong vd tring: vién nang ctng; .
Sanofi Choisy au Bac,|dang bao ché rin khic (chua|S HPF/FR/7 g g Errimhan dN?f'g;;:
14 Winthrop 60205 cephalogporin); vién nén (chira hormon|Q 0/2013 3 q Prodqucts Safety
Industrie Compiegne, va chat cd hoat tinh hormon; a § = A ANSM
France cephalosporin). e gency ( )




Corner Te Pai

* Thudc chira khéng sinh (khéng bao
gdm penicillin va cephalosporin): thubc
kem; vién nang ctng; dung dich; vién
nén.

* Thudc chtra hormon va steroid: thudc
kem; vién nang mém; kem dudng; dung
dich; hdn dich; vién nén.

* Cac ché pham (khong bao gom

Place and Central| . . . 2 o [ New Zealand
Zo1: A ) = N . 2 —
1 fmanstectring P DI i wien nang mém: et G 17042 | &[S [Medcines anc
9 |Lincoln, . g cumg, VIEN nang mem; BIXIL | ¢ 16-3-3 ¥ |S [Medical Devices
Ltd. Siro ho; dung dich; hon dich; vién nén. O o S .
Auckland,  New z Z : A — — Safety Authority
Zealand * Thudc chong ung thu, thuoc Gc ché
mién dich (khdng bao gom steroid): vién
nang mém; vién nén.
* Thudc khéc: thudc kem; vién nang
clg; Vvién nang mém; thudc udng nho
giot; Elixir; Gel; siro ho; kem dudng;
thudc md; thude bot; dau goi; dung dich;
hdn dich; siro; vién nén.
* Je A AN N X
No. 6, kuang Yeh 7Thu02 khgng vO trung. dang Pao che
long (hon dich; dung dich); thudc phun|
Synmosa 1st Road, Hu-Kuo| _.° X I i~ ) ™ ©
. . . muU; dang bao ché ran (vién nén bao| = P o Department  of
Biopharma Hsiang, Hsin-Chul|, . i ] . O N N .
18 . .~ |duong; vién nén bao phim; vién nén;| 8241 X PN Health  Taiwan,
Corporation, |Ind. Park, Hsin|[ =~ .=, ., L w —
. |thudc bot; vién nang). O Lo > R.O.C
Synmosa Plant |Chu Hsien, 1 , N - . ~
. * Dugc chat hormon (san xuat vién nén
Taiwan, R.0.C

bao phim)




Co s san xuét:
Ma'abarot Ind.
Zone, Emek
Hefer, Israel

* Thube khdng vé tring (khdng bao gdm

The Institute for

Trima, Isr_ael Co so dong gor: thudc chtra hormon, chat doc té bao, S o |9 Standarization
Pharmaceutica |Kibbutz ] . . R p o
19 | Products |Ma'abarot.  Emek khang sinh nhém betalactam: vién nang| © 1411/13 N N and Control of
Ma'abarot ' Hefer Isra;el ctng; thudc dung ngodi dang 1ong; thubce 8 g 5 Pharmaceutical,
Ltd.. Israel Co ’ o kidm uéng dang long; thube bot; dang bao ché| N Q Ministry of
" nghiém: Even bén rin (bao gom ca steroid); vién nén. Health, Israel
Yehuda Ind. Zone,
Emek Hefer,
Israel
* Thubc v trung;
paraue  Industriall” Thudc san xuat vo tring: dung dich thé
Laboratorios Maguel L ourenco|tich 1om: thudc déng khd; dung dich thé o | [National
Basi | Ferreira. Lotes 15|t¢h nhO. = FO16/S2/ | = | |Authority of
20  |Industria e 16 ’Morta walt Thude tiét trung cudi: dung dich thé| @ H/AF/001| & |<  |Medicines and
Farmaceutica, ’ gua, tich 16n; dung dich thé tich nho. a /2012 = ,_,9) Health Products,
3450-232, g e R A T A » &
S.A Portugal * Thuoc khéng vO trung: thuoc dung I.P, Porrtugal
g ngoai dang long; thudc udng dang long;
dang bao ché ban ran; thude dat.
. o ™ 9 .
Piramal Bethlehem,  PA([San pham: Sevoflurane, USP Inhalation (29 03-0182- S I8 United  States
21 Critical Care 18017. USA Liauid O 2013-04- 3 o) Food and Drug
Inc ’ g 2 VN S |8  |Administration
D — —
. o ™ 9 .
Plr.a.mal Bethlehem,  PA[San phidm: Isoflurane, USP Liquid for (29 03-0182- § I United States
22 Critical Care : O 2013-01- N 5 Food and Drug
18017, USA Inhalation : Lo o . . .
Inc g VN S S Administration
—




UK GMP

United Kingdom's

Mvlan F-4, F-12 a 555068 ™ 9 medicines  and
y . M.I.D.C., * Thubc khong vo triing: vién nang cimg;| = P _ S |&  |Healthcare
23 Laboratories . o Q GMP: q =5
Limited Malegoan, Sinnar,|vién nén. -) 93068/ e | Products
In-422 113-India L 99382 ~  |&  |Regulatory
0005 Agency MHRA
Ruta 12 Km 452
(3107)  Colonia|* Thudc v trang: dung dich thé tich nhd| o s S French  Health
24 |Eriochem Avellanada, (chat doc té bao/chat kim té bao). g 2011/UM | & |& |Products Safety
DPTO  Parana (San phim cu thé: dung dich tiém|5 C/PT/009 | & |8  |Agency
3100 Entre Rios,|Docetaxel (20mg, 80mg, 200mg). L Q 2 (AFSSAPS)
Argentina
* Thudc vo tring:
Biochemiestrabe |* Thudc san xuét vo trung: dung dich thé| o INS- ® |9  |Austrian
s |Sandoz GmbH| O tich nho. z 481907 S |&  |Medicines and
- BPO Kundl A ’ i '[* Thudc sinh hoc: thuc cong nghé sinh| 5 0025.001 g S Medical Devices
ustria hoc. “J ] S |S  |Agency (AGES)
* Duoc chit ¢ hoat tinh hormon.
Plot Nos. 69-72 . . ,
(B) Sector I, e L UK GMP United Kingdom's
* Thuoc khéng vo trung (bao gom cafa ™ ) medicines  and
Ipca Kandla Free Trade . - . S A 17549 i S
29 Laboratories | Zone thuoc chtra khang sinh penicillin): vién (29 Insp GMP N N Healthcare
- - nang ctig; Vién nén; thudc bot pha hdn| 5 P S S |Products
Limited Gandhidharn- dich o 17549/96 N N Regulatory
Kutch, Gujarat, IN{ " 30-0005
’ ’ Agency MHRA

370230, India




* Thuoc vo trung:

+ £ ) Je PO X A . . ,
Emcure ~plot Nop-2 1T T-huoc san xuat ;vo, trung.ﬂ thuoi dor}g UK GMP Unlt_ed_ Kingdom's
Pharmaceutica park  Phase I khd; dung dich thé tich nho; thuodc san|a 21553 N S medicines  and
Is Limited ’ . .'|xuét vo tring khac (chat doc té bao). = S |&  |Healthcare
31 MIDC, Hinjwadi, SRV Z. . A 9 Insp GMP| £ 5
(OSD and + Thuoc tiét tring cuodi: dung dich thé| 5 d - Products
Pune, In 411 057,| , \ 0 21553/21 S =
Potent India tich nho. 992-0005 ™ N Regulatory
Injectables) * Thudc khéng vo tring: vién nang ctng; Agency MHRA
vién nén.
Emcure Plot No P-I ITBT|* Thudc vo tring: UK GMP United Kingdom's
Pharmaceutica |Park, Phase-11|+ Thudc san xuét vo trung: thudc déng|a 21553 ~ |S  |medicines and
39 Is Limited|MIDC, Hinjwadi,|kh6; dung dich thé tich nho; thudc tiém % Insp GMP| & 8 Healthcare
(Sterile Pune, Maharashtra|déng san. S 21553/23 g 5' Products
Products State, Ind-411[+ Thudc tiét tring cudi: dung dich thé|“ 87410- ® |&  |Regulatory
Division) 057, India tich nho.. 0002 Agency MHRA
Chinoin National Institute
Pharmaceutica [2112 a ™ ) g)rr ar(ﬁl;::il;?;\ and
35 ! and|Veresegyhaz, * Thube khong v trung: vién nén (29 OGYI/76 S |8 De?/elo ment in
Chemical Levai u. 5 g & ' 3 42-212013) I |8 Healtth;re and
Works Private|Hungary L — N

Co. Ltd

Medicines,
Hungary




Rua da Estacao n.

* Thube vé trung;

+ Thudc san xuét vo trung: dang bao ché
ban rin; dung dich thé tich nho; thubc
cay ghép dang ran; thudc khéc (thudc bot
chtra cephalosporin)

National

+ A iea N I8 N £ < :
_ 42, Vala do , Th}lOC tiét trqng cuxc)l.,dang Pao clje % F015/S1/ o = Authority of
Laboratorios |Carregado, ban ran; dung dich thé tich nho; thuoc N N ..
36 . A 2 Q H/AF/001| & |5 Medicines  and
Atral, S.A Castanheira  do|cay ghép dang ran. S d —
. . x 1 R N . /2011 %) - Health Products,
Ribatejo,  2600-|* Thuoc khong vo trung: vién nang ciing; N — LP. Porrtugal
726, Portugal thudc dung ngoai dang léng; thudc ubng o g
dang 16ng; dang bao ché rin khac (thubc
bot va thudc cém chia cephalosporin);
dang bao ché ban ran; thudc dan; vién
nén.
: 130 Slmeonovsk'o * Thudc khdng vé tring: vién nang cimg;| = BG/GMP/ § & Bulgarian  Drug
37 Adipharm Ead |shose Blvd, Sofia| .. IS . p O q =
. vién nén; thudc bot pha dung dich uoéng. | 5 2011/022 = o Agency
1700, Bulgaria o N E
Pymepharco Joint
Stock Company
166-170, Nguyen a ™ t
Pymepharco 1, e Street, Tuy|* Thubc khdng vo tring: vién nang cting| = DE_HE_0 § & |Co quan thim
38 Joint  Stock . , L. , X O 1 GMP 2| < S o
Hoa City, Phu|chtra khang sinh nhém cephalosporin -] LY o quyén Dirc
Company ven Province 0 013_0061 N g
Vietnam, Viet
Nam
San pham: vién nén phong thich kéo dai
Via Ranco 112|Macorel a IT/E/GM . ©
g9 |Valpharma (loc. ~ Serravalle)|(Coso san xuét: Valpharma S.P.A (ED P/ S |& [italian Medicines
S.P.A 47899, San|Co s& dong goi: Elpen Pharmaceuticals.| 5 1/2013 & 5 Agency AIFA
Marino Inc - Marathonos Ave.95, Pikermi Attiki,| ! © J

19009, Greece)




* San pham: Fosamax; Januvia 25mg;

. - Januvia 50mg. a o~ S
Merck  Sharp|Via Emll!a, 21 (Co sé san xuat: Merck Sharp & Dohme = /118 § Q Italian Medicines
40 & Dohme (27100 Pavia (PV), . ) o 17/H/201 g =
(talia) SP.A |ltalia (Italia) S.P.A; S 5 g S Agency AIFA
o Co s& dong goi: Merck Sharp & Dohme| ™! N &
Australia Pty Ltd).
Survey No 47,
Dr Reddy's Bachupally State
" - * ,( A \ . D— Lf)
Laboratories Village, Th“ﬁ?C V? tmng' N . | = 005/2013/| = p Administration of
. . |Qutbullapur + Thudc san xuat vO trung: dung dich the[ O N N .
41 Ltd, Biologics , ) ) L ea | SAUMP/ A P~ Ukraine on
Mandal,  Rangaltich nho ( dung dich thuoc tiém Grastim;| < w o ..
Development . . O GMP ™ S Medicinal
Center Reddy  District,|Reditux) o — ~ Products
Andhra Pradesh,
India
Route 3 Km a ™ 0 .
Baxter 142.5, Guayama,|San phim: Suprane (desflurane, USP) (% 04-0018- S I8 United ~~States
42 Healthcare of . .. . O 2013-01- N = Food and Drug
PUEO Ri Puerto Rico|Liquid for Inhalation Py VN g o Administrati
uerto Rico 00784, USA 3 = S ministration
* 4501 Colorado
Boulevard, Los
Angeles, CA . o
Baxter 90039, USA San pham: Hemofil M (Antihemophilic| = CT 2415- g § United States
43 Healthcare * 1700 Rancho|Factor (Human) Method M, Monoclonal 8 13 WHO % T Food and Drug
Corporation |Conejo Purified, nanofiltration) ‘:’)’ ﬁ S Administration
Boulevard, o

Thousand  Oaks,
CA 91320, USA




Baxter Route 3 Km % 04-0153- = = United States
142.5, Guayama,|San pham: Sevoflurane, USP Liquid for| ® N Q
44 Healthcare of . . O 2013-05- < B Food and Drug
Puerto Rico Puerto Rico)Inhalation % VN £ S Administration
00784, USA > < |S
Avda de la San p%lal}li VleA,n.ne‘n bao phim ths N o 0 Spanish  Agency
Industria 30 (Co s0 san xuat: Lilly Del Caribe, Inc S SGICM/C b S of Druas  an
45 |Lilly, S.A ! '|Co s& dong goi: Lilly, S.A - Avda de la] O S |8 g g
Alcobendas 28108 . 5 ONT/SPL| = = Health  Products
(Madrid), Spain Industria, 30, Alcobendas 28108| > 5 (AEMPS)
P (Madrid), Spain NN
* Dung dich tiém: san phiam cu thé:
Trigan-D  10mg/ml; Aciloc 25mg/ml;
Amikacin 500mg; Amikacin 1000mg.
% \/iA L. g A X,
. s
Cadila Road, Dholka- 400/1%0m ;  Pyrazinamide = 400mg; % ZVAILVI = S Sate Agency of
46  |Pharmaceutica|[387810,  Dist, Prothionar?]’i e y 250m9i ®  Joowsoos | § |§ [0 dicings Litvia
Is Limited  |Ahmedabad, nionamide - 2 Iy SEE !
Guiarat. India Isoniazid/Rifampicin 75/150 mg; — ~
Jarat Ethambutol/Isoniazid/Pyrazinamide/Rifa
mpicin 275/75/400/150mg;
Ethambutol/Isoniazid/Rifampicin
275/75/150 mg.
1389 Trasad UK GMP o rLrle::itiecOilnP:;ngdoerlrr:j
Cadila coad Dholka | Thude khong vo trung (khong bao gém < 20872 S |8 Healthcare
47 Pharmaceutica Ahmédabad ”\i thudc chira Rifampicin): vién nang ctmg;| @ Insp GMP g % Products
Is Limited g vién nén. = 20872/14 | & |S
387 810, India 013-0004 N ~ Regulatory

Agency MHRA




* Thuoc vo trung:

i i r r 2 @
Stichting Plesmanlaan 1251 1 s. can xudt vo tring: dung dich thé| S S |2 |Health care
48 |S@NAUIn 1066 CXltich 16m: thuée dong kho; dung dich thé| O NL/H & |2 |inspectorate, The
Bloedvoorzien |Amsterdam  The tich nh("), S ’ ga 5 13/0009 % 5 Neltoherlan ds’
ing Netherland s L N @
(Céc ché pham tur mau)
* Thubc v trung;
+ Thudc san xudt vo tring: dung dich thé
tich 16n (chtra hormon va chat c6 hoat
tinh hormon, chat doc té bao/chat kim té
bao); dung dich thé tich nho (chira
hormon va chat c6 hoat tinh hormon; chat
doc té bao/chat kim té bao); hdn dich va
thude xit (chira hormon va chat c6 hoat
Haupt Pharma|,,
tinh hormon).
Wolfratshausen |, "y uée tiet tring cudi: dung dich thé ~ |9
Haupt Pharma|GmbH o L IrUNG cuor: dung dich the = DEBYO = |& 2
: tich 16n (chura chat doc té bao/chat kim té N N Co quan tham
49 Wolfratshause Pfaffenrieder|, . . 2 e ke an 4|9 4 GMP 2| <« = N
1 GmbH Strabe 5. 82515 bao); dung dich the tich nho (chat doc te| 5 012 0121 e o quyén Duc
’ bao/chat kim t& bao); hén dich (chura| - < |8

Wolfratshausen,
Germany

hormon va chét ¢ hoat tinh hormon).

* Thube khong vo tring: vién nang cimg
(chtta hormon va chat c6 hoat tinh
hormon); thudc dung ngodi dang long;
thudc udng dang 16ng; thude bot va thude
cdm; dang bao ché béan ran (chira hormon
va chéat c6 hoat tinh hormon); vién nén
(chtta hormon va chit c6 hoat tinh
hormon).




* Thubc v trung;
+ Thuoc tiét trung cudi: dung dich thé

_ . [tich nho. o = |5
“ i SR L 2/4738_2(35611020éamall, * T%luéc kr_]()_ng_] v.ﬁ tru?g: vjén nang C}:tng (ED Il-(l;//?ﬂl/gOl § § Italian Medicines
Brescia (BS), ltaly (chlfa pAemI(\:IIIIn)A, th?oc uor’lg dang _lo_ng; a 1 S % Agency AIFA
thuoc bdt va thuoc com (chtra penicillin); ~ o
dang bao ché ban rin; vién nén (chua
penicillin).
Sarkhej Bavla .
Cadila N.HNo 8 A |* Thudc khﬁng vO trung: vién nang cung; % UMC/PT/ g g oNfatIl\c/)lr::?jliciﬁge;]r?Z
51 Healthcare Moraiya, Tal.|vién nang mém; Vién nén; thuoc phun|{Q 10/2012 g g Health Safety
Ltd Sanand, Dist.|mu; miéng dan. = < 2 (ANSM)

Ahmedabad, India




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

Dot 14
> a e
NHA MAY . . - 7z, 2 |GIAY Z |CO QUAN
STT A - |PIA CHI PHAM VI CHUNG NHAN = = - - |
CONG BO : : ’ E O |CN 'é '5 = (CAP
©) z. z
z.
* Thubc v trung;
SmithKline + Thudc san xuit vo tring: thudc ciy United Kinadom's
Beecham Ltd|Clarendon Road,|ghép dang rin (bao gém ca thudc chira UK MIA ed ¥ing
) - o N |9 [medicines and
TA Worthing,  West|penicillin). = 10592 P b Healthcare
1 Smithkline Sussex, BN14[* Thubc khong vé tring: vién nang cimg;| @ Insp GMP % %' Products
Beecham 8QH, United|dang bao ché rén khéac; vién nén; thubc| 10592/39 S |3
. . . N e , N — = Regulatory
Pharmaceutica [Kingdom khong vo trung khac (vién nang cung va 22-0024
I ) , L Agency MHRA
Is vién nén chira penicillin,
clavulanate/amoxcillin.)
Zoning Industriel ; B « PN L
Rue du Parc T.I}uoc khong Vo trurl g. VIen nang cumg; o o~ pul Federal Agency
S.M.B . . vién nang cimg (chura Prions genotoxics| s pm o -
industriel 39,(, . " X p BE/2012/ N N for Medicines and
3 Technology hoac teratogens). Vién nang mém; Thuoc| @ q 3
SA Marche-en- dung ngoai dang long; Thudc udng dang| ) 087 5 = Health Product of
Famenne, B-6900,|° "9 N9 ang ong; £ cang N |8 |Belgium

Belgique

long; Vién dan; Vién nén.




* Thude khong vo tring: vién nang ctng;
thudc ubéng dang long  (chua
corticosteroid va cac hormon khéac, khéng
bao gom hormon sinh duc); thudc bot va

Via Bernardo| . .~ NP - |a T =t
Mipharm Quaranta, 12 - ;%iz;:oﬁo\ig,cgincghgt a((:)éc}lllcfatb?i?] ;aﬁor(;}g;a % IT/84- g & Italian Medicines
S.P.A 20141 Milano b A : h . ticosteroid 15 7/H/2013 @ g Agency AIFA
(MI), ltaly aoA gom ca hormon corllcos eroid);| m S 3
thuoc dan; vién nén (chira hormon
corticosteroid va hormon sinh duc).
* Thubc sinh hoc: thuc ¢d ngudn goc tir
dong vat.
Poligon Industrial -
Can Jardi, Avgda.| * ’Thuf')c khdng vo tring: thude bot;| S NCE/1318 g g mz;;ry g;
Lainco, SA  |Bizet, 8-12, 08191|thudc uong dang l6ng; thude ,dl]ng ngoai| @ J00L/CAT S 3 Government o
RUBI dang 16ng; dang bao ché ban ran. = S S Catalonia - Spai
(Barcelona), Spain e atalonia - spain
. * Thuoc vo trung:
Farma gggg(? ebsa:r:{[a, ;ﬁgt + Thudc san ?iuét v tring: dung dich thé| S NCE/1313 g g Ministry of Heath
Mediterrania, Desvern tich nhg"); thuoc dong kh@. 9 Q 001/CAT g § of Government of
SL ’ |+ Thube tiét trung cudi: dung dich thé| 3 ©® |5 [Catalonia-Spain
Barcelona, Spain |, \ N o
tich nho.
Warsaw
Pharmaceutica
| Works Polfa *Thudc vo tring:
S.A (tén - Thudc san xuat vo trung: Dung dich thé o
BaLan: 22/24, Karolkowa|tich 16n, dung dich thé tich nho. 7 % GIF-IW-N g § Main
Warszawskie |Str., 01-207|- Thudc tiét trang cuoi: Dung dich thé| @ 4022/70/1 N = Pharmaceutical
Zaklady Warsaw, Poland  [tich 16n; dung dich thé tich nho. = 2 § S Inspector, Poland
Farmaceutycz * Thudc khoéng vo tring: Thudc udng o
ne Polfa dang l16ng; Thudc thut hdu mon.
Spolka

Akcyjna)




Takasaki 239, _ o N ~ Ministry of
. Iwahamamachi, , x : - = — P Health, Labour
10 Plant, Nippon Takasaki-shi San pham: Bleocin (Lastet inj; lastet| O 3981 N N and Welfare
Kayaku Co., ' Cap.25; Lastet Cap. 50; Lastet Cap. 100) | & < S
Ltd Gunma 370-1208, = ) § government  of
Japan i Japan
, . o N < .
CB Flest 4615 Murray|San pham: Sodium Phosphates Oral| = 09-0055- § b= United States
12 C.OI’TII anv. Inc Place, Lynchburg,|Solution. Tén tai Viét Nam: Fleet 8 2012-01- S %‘ Food and Drug
pany. VA 24502, USA |Phospho-soda, Ginger -Lemon Flavored g VN S S Administration
— —
Salutas  Pharmal* Thudc khong vé tring: vién nang cimg
GmbH (chira chat doc té bao/chit kim té bao):| o bEstol @ |8
Salutas Otto-von- thudc ubng dang léng (chtra chat mién = i N Q Co quan tham
13 . . A , c oz |9 1 GmMP 2| ¢ S .
Pharma GmbH|Guericke-Allee 1,[dich); vién nén (chira hormon va chat co| = 013 0005 g o quyén DPuc
39179 Barleben,|hoat tinh hormon; chit doc t& bao/chat| Y - U X
Germany kim té bao, chat mién dich).
Santen 9-19, Shimoshinjo
. |3-chome, -
Pharmaceutica Higashiyodogawa o - o Ministry of
. i > -
| Co., Ltd ku, Osaka, Japan | . ' ' ' z § S Health, Labour
14 (Santen . . [Séan pham: Cravit, Ophthalmic Solutions | X 1232 = S and Welfare
. |(2-14. Shikinami, < © o
Pharmaceutica . o ~ = government  of
| Co. Ltd Hodatsushimizu- S N o~ Japan
Noto P.I’ant) ‘[cho,  Hakui-gun, apa
Ishikawa, Japan)
56 Hanjin-1 -gil,| |
Iw Songak-eup S&f;lhp}}ani; bot Ch o S ~ Minister of
Pharmaceutic [Dangjin-si - Thuoc liem bot Lhoongwae Frepenem) 3 15221 S Health, Labour
15 al Chunach (imipenem 500mg + Cilasti n 500mg) & 15572 N q Welf
_ ungeheongna | 1y 1ée tiem bot Choongwae Prepenem| S =~ an eltare,
Corporation |m-do  Republic S Japan

of Korea

(imipenem 250mg + Cilasti n 250mg)




State
Administration of

- i D_ @
O eng < | Thube vo tring: = lozso1y| Z | |Ukaine on
16 |zompany 58ganskodo b\ Thude san xudt vo tring: Thube bot| 5 [SAUMP/ | & | [Medicinal
Kievmedprep |Kyiv, 01032,] ., ) L 3 o
arat” Ukraine chtra cephalosporin. O GMP S S Products
o ' l(SAUMP) -
Ukraine
* Thube khong vo tring: Vién nang cing
chta chit kim té bao; Vién mang mém
Ostravska 29,|chtra cyclosporin; Thudc ding ngoai| o ™ o "
7 y —
Teva  Czech|c.p.305. 747 70|dung ngoai chira hormon; Thudc uodng = sukls2208 N 8 State institute for
17 . \ . o J o S S drug control,
Industries s.r.o [Opava, Komarov -|dang long chura cyclosporin; Thudc phun| 5 03/2012 < = Czech Republic
Czech Republic  |m0 chira hormon; Vién nén chira hoat| ™" — «Q P '
chat ¢6 hoat tinh nguy hiém, chat kim té
bao va hormon.
* Thubc vo trung;
+ Thudc san xuat vo tring: Dung dich thé
tich 16n; Thubc dong khd (bao gom ca
chat doc t& bao/chat kim té bao); Dung
dich thé tich nho.
+ Thudc tiét tring cudi: Dung dich thé National Institute
. tich 16n; Dung dich thé tich nho. for Quality and
Richter . £ - A i a o~ © "
Gedeon Gyomroi ut 19-1* Thuoc khong vO trung: Vién nang|s OGY1/45 b= S Organization
18 21., Budapest,|cing; Thudc dung ngodi dang long;| @ 929- q N Development in
Nyrt./Gedeon Z .z . 2 A sl D A o
; 1103, Hungary  |Thuoc udng dang long; Thudc bot va| 3/2011 S = Healthcare and
Richter Plc. Lz . Lova L , — ~N -
thuéc com; Dang bao ché ban ran chira Medicines,
khang sinh; Vién nén (bao gém ca thude Hungary

chita hormon va chiat c6 hoat tinh
hormon).

* Thudc sinh hoc: thuc ¢ ngudn gbc tir
nguoi hoac dong vat.

* Dugc chit sinh hoc.
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Catalent
France
Beinheim SA

74 rue Principale
67930 Beinheim,
France

* Thube vé trung:

+ Thudc tiét tring cudi: dang bao ché béan
ran.

* Thude khéng vo triing: vién nang mém
chira chit c6 hoat tinh hormon

EU-GMP

HPF/FR/1
40/2012

10/12/2012

02/03/2015

French National
Agency for
Medicines  and
Health Products
Safety (ANSM)

21

Alfa
Wassermann
S.P.A

Via Enrico Fermi.
1 - 65020 Alanno
(PE), ltaly

* Thube vé trung;

+ Thubc san xuat v tring: Thudc dong
khd (chta hormon khéng bao gom
hormon sinh  duc va  hormon
corticosteroid); Dung dich thé tich nho
(chtra hormon khéng bao gém hormon
sinh duc va hormon corticosteroid);
thube bot.

+ Thudc tiét tring cudi: Dung dich thé
tich nho.

* Thudc khéng vo trung: Vién nang
ctng; Thudc dung ngoai dang long (chua
hormon, khong bao gom hormon sinh
duc va hormon corticosteroid); Dang bao
ché ban ran; Vién nén; Thubc cém.

* Ché pham méu: Thudc dan xuat hoic
chiét xuat tir té bao//mod nguoi.

* ché pham chira din xuat hodc chiét tir
té bao/mo ngudi hodc dong vat.

EU-GMP

IT/99-
2/H/2013

18/4/2013

09/01/2016

Italian Medicines
Agency AIFA
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OLIC
(Thailand)
Limited

Bangpa-In
Industrial  Estate
166 Moo 16,
Udomsorayuth
Road, Bankrasan
Sub-District
Bangpa-In District
Ayutthaya  Prov
13160, Thailand

* Thudc khong vo tring (thuéc OTC):
dang bao ché ban rin (thudc kem, gel,
thudc md); thudc dang 16ng; thubc ubng
dang long.

PIC/S-GMP

MI-2011-
CE-08904+
3

9/4/2013

10/10/2015

Therapeutic
Goods
Administration,
Australia




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

bot 15
NHA MAY . , ) > =z JGIAY < |< _ |co QUAN
STT A - |PIA CHI PHAM VI CHUNG NHAN ORI o O >
CONG BO : : : z > HCN z. z CAP
* Thube vé trung:
+ Thudc san xuat vo tring: dung dich thé v lo  INational
Dervenakion  6,tich 16n; dung dich thé tich nho. = = |3 N
Pharmathen . - PR <. . 2 23374/21-| & N Organization for
4 Pallini Attiki,[+ Thuoc tiét trung cuoi: dung dich thél Q@ g =5 ..
SA A . 2. : - 3-13 I o Medicines,
15351, Greece tich 16n; dung dich thé tich nho. 0 3 S Greece
* Thube khong vo triing: vién nang cing; @
thudc ding ngoai dang 16ng; vién nén.
* Thudc vo trang:
Sofarimex  -|Av. Das Industrias ;Cﬁh;lé(;c‘ Stin g:egcé\;lo tlr(l;]%g:lf:g (cilllccllll :Eg - © National
Industria - Alto do tich nh()’ . & ' g da % F027/S1/ b= § Authority of
6 Quimica e|Colaride, Cacem, *Th 60' Khona vé tring: Vien nand cime: o H/AF/AL/ % ) Medicines  and
Farmaceutica, |2735-213, Lo gV g'q ;g 8 2 001/2013 % S Health Products,
thuoc dung ngoai dang 16ng; thudc uong N S
S.A Portugal X PO Xz I.P, Portugal
dang long; thuoc bdt va thude com; dang
bao ché ban ran; vién nén.
4-6-10 o - Ministry of
Koishikawa 9 (ED = Health,  Labour
7 Eisai Co., Ltd ’ San pham: Merislon Tablets 12mg & 1233 S and Welfare
Bunkyo-Ku, @ ©
o ~ Government  of
Tokyo, Japan ] N
Japan
Reckitt Nottingham site, United Kingdom's
Benckiser Thane Road, a - Medicines  and
g Healthcare Nottingham, San pham: Strepsils Warm Logenges, (ED PP101090| & Healthcare
. Nottinghamshire, [Lozenge -] 26 S Products
International 0] >
Limited NG90 2DB, — Regulatory
United Kingdom Agency




* Thubc v trung;
+ Thuoc san xuat vO trung: dung dich thé

S.C Str.  Eroilor nr.|tich nho (thubc nho mat dang dung dich| o = |  |National Agency
10 |Rompharm  |1A, Oras Otopeni, va hdn dich; dung dich thudc tiém) (ED 018/2011/| & |&  [for Medicines and
Company cod 075100, Jud.|* Thudc khdng vé tring: vién nang ctng;| 5 RO S |S  |Medical Devices
SR.L lIfov, Romania  [thudc ding ngodi dang long; thudc udng| S |&  |Romania
dang long; thudc cém va thudc bot; vién
nén bao phim.
Warszawskie
‘ , Lo
i::(rlna;(éut oz 22/24, Karolkowa|* Thuoc khong vO trung: thudc dung % GIF-IW-N g p Main
11 YOZ gy | 01-207|ngoai dang long; dang bao ché ban ran;| © 4022/32/1 S |S  |Pharmaceutical
ne Polfa , L . 35 N !
Warsaw, Poland  |dung dich thudc dung qua truc trang. 0 3 ) PN Inspector, Poland
Spolka — ~N
Akcyjna
* Thude vo trung;
+ Thubc san xuat vo tring: thudc tiém;
dung dich nhé mét, nho tai, nhé miii vo
trung.
. No. 182, * z ~ P \ £l o o
Swiss _|zhongshan  Rd., thuoc khopg vO trung.\ dan% balo Clv’le S ™ = Department o
Pharmaceutica|_,. = . '[16ng (dung dich); dang bao ché ban ran| O N N .
12 Xinshi Dist., IS z i . : < | 8295 N J Health  Taiwan,
I Co., Ltd|. . . (thudc ma, thuoc kem); dang bao ché ran| =% Te) o
L Tainan City 744,|, .. . o .| O ~ S R.O.C
(Xinshi Plant) . (vién nén bao duong, vién nén bao phim,| T — =
Taiwan, R.0.C A A o
vién nén, vién nén bao tan trong rudt,
vién nén, thudc cdm); vién nang cing.
* Nguyén liéu lam thubc Cephalosporin
(bot kho pha ti€m, vién nang)
17 Athinon Street, 0
Ergates Industrial|* Thuéc khéng vé tring: Vién nang % AEG00/0 g <E\’: Pharmaceutical
15  |Aegis Ltd Area,  Nicosia,|ctg; thudc bot pha hdn dich ubng; vién| @ 8 |X  |Services Ministry
. 5 1/2012 g o
Cyprus, 2643,[nen. 0 = B of Health, Cyprus
o

Cyprus




* San pham: Januvia 100mg.

, <
Merck Sharp{Via Emilia 21,|(Co so san xuat: Merck Sharp & Dohme % IT/118- g b= . .
. . _ N C\l Italian Medicines
16 |& Dohme|27100 Pavia (PV),|(Italia) S.P.A; O 17H201 | S |S | agency AIFA
(Italia) S.P.A [Italia Co s& dong goi: Merck Sharp & Dohme a 2 ﬁ g gency
Australia Pty Ltd). o
B.Braun Il?r’;ﬁr':ri;fpas zltz):\i:e % 3 2 glr?:r?::clzeuti cals
Medical '|* Thudc tiém thé tich nho; thudc tiém thé| © S |
17 . 11900 Bayan| , ., . 2 . b 284/13 = = Control Bureau.
Industries Sdn Lepas Pulau tich 16n; dung dich tham phan. S g s Ministry of
’ —_ o N~
Bhd Pinang, Malaysia o |Health Malaysia
* Thudc vo trang:
+ Thubc san xuat v tring: Thudc dong
khd (chira chat doc té bao/chat kim té
bao); dung dich thudc thé tich nho (chira
B-dul lon|chét doc té bao/chat Kim t€ bao; chat diu ©  |National Agency
. . A o o -
S.C. Sindan -|Minalache nr. 1Ljtrikhoiw). — |2 |o16r2013/| & |  |for Medicines and
19 sector 1,|+ Thuoc ti¢t trung cuodi: dung dich thé| © N ) . i
Pharma S.R.L . ] oy L an A pa S ) RO ) o Medical Devices
Bucuresti, cod(tich nho (chua chat doc te bao/ chat kim| NS > Romania
011171, Romania |té bao). e
* Thude khdng vo tring (chira chat doc té
bao/ chat kim té bao; chat diéu tri khoi
u): vién nang ctg; vién nén bao phim;
Vvién nen.
* Thubc v trung;
. + Thudc tiét tring cudi: dang bao ché ban| o ™ o
o  |Recipharm Ejorkbo|r<r1asr\llsl?§na ran, thuée gel. (% 24:2012/5| & &  |Medical Products
Karlskoga AB | 9% Thube khong vo tring: dang bao ché| 5 15523 S |d  |Agency, Sweden
69133, Sweden e 2 X . 2 | ™~ N
ban ran; thudc dan; miéng dan; thuoc A ~

dung qua tryc trang.




C.B. Fleet Co.|Lynchburg, VA Sé}n phém: lﬁlAeet Pedi.a - Lax Enema. % 01-0110- g g United States
21 Inc. 24502 USA Ter_1 tai Viet Nam: Fleet Enema for| O 2013-03- g g Food_ _and _ Drug
’ Children £ VN o 5 Administration
) o
* Thubc v trung;
+ Thudc san xudt vo tring: dung dich thé
46, Agissilaou|tich nh{). ’ | ™ 9 National
99 GAP AE/|str., Agios|+ Thuoc tiét trung cudi: dung dich thé (29 25943/9-4 8 g Organization for
GAP SA Dimitrios ~ Attiki, |tich nho. 5 2012 S |S  |Medicines,
17341, Greece  |* Thudc khong vé tring: vién nang ctng;| " S8 |2 |Greece
vién nang mém (chira hormon); vién nén.
* Thubc vo trung;
+ Thubc san xuat vO tring: thudc dong
khd (chira hormon); dung dich thé tich
snho; thudc cay ghép dang rin (chira beta
lactam) © .
X inr wen 5. . 2o ™ ot National
24 Anfarm Hellas|Sximatari Viotias, ;;hgsggtfitcgligégtcisﬁlﬁl?;ng ich the tich (29 37854/13- g 8 Organization for
S.A 32009, Greece |, 0 < Khong Vo tring: vién nang cimg| 2 5-2013 © |S  [Medicines,
' L — |3  |Greece

(chta betalactam); thudc dung ngoai
dang long; thudc udng dang long; dang
bao ché ran khac (chtra betalactam); dang
bao ché ban ran; vién nén (chira
betalactam).




Av. De los
Quilmes 137 (Zip

* Thube khong chira khang sinh nhém

National

betalactam, chéat kim té bao, chat c6 hoat| < = |Administration of
: . = et P
o code 8188.3F|B)’ tinh hormon: dung dich thudc tiém; thuoc| O S Q Drugs, Food and
25 Bio Sidus S.A |of the City of| . .. A N P - | 03496-13 q = : .
Quilmes bot dong khoé (bao gom ca cic thuoc chira S = S Medical Devices,
Araen tin’e hoat chat san pham cong nghé sinh hoc) |& ~ S Argentina
gentl * Thudc bot pha hdn dich udng theo don. (ANMAT)
Republic
Saavedra 1260/62 National
(Zip code|* Thudc khéng vo trang khéng chira| o < |Administration of
C1247AAA), of|khang sinh betalactam, chat kim té bao, % g § Druas. Food and
27 Baliarda S.A |the City of[chat c6 hoat tinh hormon: vién nén; vién A 03320-13 % S Me dgic1al Devices
Buenos Aires,|bao; vién nang; thudc bot; thude cdm;|O NERES : ’
. \ K1 L . £ o N o~ Argentina
Argentine dang bao ché ban ran; dung dich thudc. (ANMAT)
Republic
Istituto
Biochimico |Via di a o
Italiano Fossignano 2- : . = CPP/2012 I Italian Medicines
) . A G) q
3L |Giovamni 04011  Aprilia| 2" Pham: Edevexin I |n576 @ Agency AIFA
Lorenzini (LT), Italia L —
S.P.A
o © Swiss Agency for
3 ACS Dobfar|7743 Brusio, ThufSc v0 tring dang dung dich (ké ca 8 < 121921 & &  |Therapeutic
Info SA Switzerland thudc tiém truyén) = O S |S  |Products
a8 |8 [(Swissmedic)
767-7, Aza -
Senju Kazukanounonish o . Ministry of
.. I 2 = a Health, Labour
Pharmaceutica |i, Saiji,|San pham: Tearbalance Ophthalmic|® o
34 : : s 1771 o and Welfare
I Co., Ltd.|Fukusakicho, Solution s o overnment  of
Fukusaki Plant{Kanzaki-gun, ] © g

Hyogo-ken, Japan

Japan




Chemin de

Nuisement Lieu- a o S National Agency
35 Laboratoire  |dit les 150|* Thudc khong v tring: vién nang ctng; (29 HPF/FR/1| & 8 of Medicine and
Bailly - Creat |Arpents  28500|dang bao ché rin khéc; vién nén. -5 49/2012 § o [Health  Product
Vernouillet, L ® |8 |Safety (ANSM)
France
Joint  Stock
Company
"Kievmedprep N State
" . ©
ilfat 1(D']Y'S";” 139, * Thude v6 tring: z 019/2013/| S S |Administration of
36 0 1 of thelgaksahanskogo : o : yt SAUMP/ | & | |Ukraine on
. + OC S4 at vo trung: oc bo = AN . .
department. of St Kyiv, 01032, Thuoc san xuat vo trung: thuoc bot S GMP > % Medicinal
manufacturing . o o~
.2 [Ukraine Products
of injection
forms of
medicines)
17 Athinon Street, - ©
Ergates Industrial|* Thudc khéng vd tring: Vién nang % AEGO01/ b= § Pharmaceutical
37  |Aegis Ltd Area, 2643|ctmg; thube bot pha hdn dich ubng; vién| @ N [T [Services Ministry
| 5 01/2013 L o
Ergates, Lefkosia[nén. o 5 = of Health, Cyprus
Cyprus <
* Thubc v6 trung;
+ Thubc san xuat vo tring: thudc dong
kho; dung dich thé tich nho; thubc san
Swenswe g [xuat vo tring khc chira chat kim t¢ bao. o |
Pharmachemie |2031 g oal* Thube tiét trang cudi: dung dich thé| S NUH g |8 [|Health Care
8 |5y Hasrlem tich nho; thudc tiét trung cudi khac chia| @ 12/0071 S |3 Inspectorate,
. ) A, 1.3 A1y o ~ =
Netherlands chat kim té bao. 0 ~ B Netherlands

* Thube khéng vo tring: vién nang ctng;
thudc khong vé tring khac chira hormon,
medroxyprogesteron, megestrol dang bot
kho dé hit.




Teva S a ™ t .
: 25, Sienkiewicza|, ., < .o S GIF-IW-N{ < S  [Main
g9  |Operations - lo 99-300|  [Pudc khong Vo trung: bot pha dung\ 5 140517/1| & S |pharmaceutical
Poland Sp. Z dich dong tai; vién nén. S < —
Kutno, Poland 0 3 N > Inspector, Poland
0.0. N —
* Thube vé trung:
+ Thudc san xuat vo tring: dung dich thé
tich nho (thuéc nhé mit; lo thudc; bom
tiém dong sin). The Institute for
A e N Z.. . 2 © ..
Teva |18 Eli Hurvitz st. + Thu?c tiét trAung cuoi: dung dich thé % 2 = Standarization
Pharmaceutica tich nho (lo thuoc). o N and Control of
40 . |Ind. Zones, Kfar 2 A ST , o 1427/13 N B .
I Industries Saba . Israel * Thuoc khong vo tring: vién nang ctmg;| = S o Pharmaceutical,
Ltd. ’ thudc udng dang long; thudc bot va hat| Y © S Ministry of
pellet, vién nén (vién nén khdng bao, Health, Israel
vién nén bao phim).
* Thudc sinh hoc: thude cong nghé sinh
hoc.
* Thudc vo trung:
+ Thudc san xudt vO tring: dung dich thé
s S . AR ’ 2. A _ © -
. |Hafnerstrabe 36, tlf:h lcm qun:q d;ch’the tich nho; thuoc % INS 3 = Aust.rlr.:m
41 Fresenius Kabi 8055 Graz | 330 Xuat vo tring khéc. o) 480166- L [ Medicines  and
Austria GmbH |\ ° . 'l+ Thubc tiét trang cudi: dung dich thé| 5 0028-001 § S  [Medical Devices
tich 16n; dung dich thé tich nho; thudc|Y (3/5) < |8  |Agency (AGES)

tiét trung cudi khéac (chira hormon, chat
kim té bao, khang sinh).
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Alcala Farma,
S.L

Ctra. M-300, Km.
29,920, Alcala de
Henaners 28802
(Madrid), Spain

* Thubc v trung;

+ Thudc san xuét vo tring: thubc dong
kho; dung dich thé tich nho.

+ Thudc tiét tring cudi: dang bao ché béan
ran; dung dich thé tich nho.

* Thudc khéng vo tring: vién nang ctng;
thudc ding ngoai dang 1ong; thuc udng
dang 16ng; dang bao ché rin khac (vién
nén bao phim cé duong; thubc com;
thudc bot); dang bao ché ban rin; vién
nén va vién bao.

* Thude tir duoc liéu: vién bao duong.

EU-GMP

ES/076HI
/12

11/5/2012

16/04/2015

Spanish  Agency
of Drugs ang
Health Products
(AEMPS)
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B.Braun
Melsungen
AG

Carl-Braun-
Strabe/Am

Schwerzelshof 1/

1,
Melsungen,
Germany

34212

San pham: Sterofundin ISO (Solution for
Infusion).

Tén tai Viét Nam: Ringerfundin

(Pia chi: 34209 Melsungen, Germany.)

EU-GMP

DeFN43

10/6/2013

Co quan
quyén Duc

thAm




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

Pot 16/ (Theo cong vin so 21584/QLD-CL ngay 24/12/2013 ciia Cuc Quan 1y dwgc)
NHA MAY . : . 2 Z YGIAY < |< _|CO  QUAN
STT CONG BO PIA CHI PHAM VI CHUNG NHAN (ZD I;_J 3 CN (25 (ZD > CAP
BLB 016, Bulebel o ™ Q .
) Actavis Ltd Industrial ~ Estate, |* Thudc khéng vé tring: dang bao ché (59 MT/009H g § Xj&'g:ﬂ? of
Zejtun ZTN3000,|ran khac; vién nén. S5 M/2013 S o
Malta L S |g M
* Thube vé trung:
+ Thudc san xuét vo tring: thudc dong
khd (chira hormon); dung dich thé tich
nho; thubc cay ghép dang ran (chua beta
lactam) © Nai
inr pen £ . | o ™ ot ational
3 Anfarm Hellas{Sximatari Viotias, ;Cg}llgzc dzfltg g;?lgth%uzlc'hiigg dich the (% 37854/13- g & Organization for
S.A 32009, Greece - P N |5 5-2013 © S Medicines,
Thuoc khong vo trung: vién nang cimg| i S g Greece
(chtta betalactam); thuoc dung ngoai
dang long; thudc udng dang long; dang
bao ché ran khac (chira betalactam); dang
bao ché ban rin; vién nén (chira
betalactam).
* Thube v6 trung;
+ Thudc san xuat vo tring: dung dich thé
tich nho (hormon corticosteroid va
Prostaglandin/cytokines).
* Thubc khong vo tring: thudc dung S
Bruschettini Via lsonzo 6 - ngf) al .dan‘? long; t.huécxuéng dang lén% % IT/100- § § Italian Medicines
4 16147 Genova|(vac Xin bat hoat vi khuan); dang bao ché| @ = S
SR.L . P X . S 1/H/2013 3 — Agency AIFA
(GE), ltaly ban ran (bao gobm ca hormon|g < F
corticosteroid); thuéc dan; vién nén o
(thuéc dat am  dao  Brumixol
(Cicloproxol)).
* Thudc sinh hoc: thuc mién dich (vic
xin bt hoat vi khuan).




* Thubc vO tring: thudc tiém (dang san

United No0.45, Guangfu|xuét vo tring va tiét tring cudi) . v e [Ministry of
Biomedical  |N-Rd- Hukou[* Thudc khdéng vd tring: dang bao ché % o § Health and
nc A’Sia Township, long (hdn dich); dang bao ché ban ran| 0026 S |§  [Welfare,
Pla'n’t | '\Hsinchu  County|(thudc m&, thuéc kem); dang bao ché rin| O ) S [Republic of
30351, Taiwan (vién nén bao duong, vién nén bao phim,| & « China (Taiwan)
vién nén, thudc bot) vién nang.
Industriestrabe 67, ,
1221 Wien.|* Thudc vo trung:
Austria + Thudc san xuat vo tring: dung dich thé
(chc khu vue san|tich 16n; thude dong kho; dung dich the INS.
xuét: Lange Allee g:|tich nho; thudc cay ghép va dang ran. a 480001- 3 ut Austrian
Lange Allee 24;|+ Thudc tiét tring cudi: dung dich thé % ) S |&  [Medicines  and
Baxter AG o o9 ST T , 0085 S S : :
Lange Allee 51;|tich 16n; dung dich thé tich nho. 5 001(10/10 % S Medical Devices
Industriestrasse 20;[+ Thudc sinh hoc: ché pham tir méu;|“ ) < |&  |Agency (AGES)

Industriestrasse 72;
Industriestrasse131;
Benatzkygasse 2-6;
Pasettistrasse 76)

thudc mién dich; thudc cong nghé sinh
hoc; thudc €O ngudn goc tir nguoi va
dong vat.




Gentle Pharma
co., L.td

No.2, Fon Tan
Rd., Fon Tan Ind.
Dist., Da Bi
Hsiang,  Yunlin
Hsien, Taiwan

* Thube vé trung;

+ Thudc san xuét vo tring: bot khd pha
tiém; thudc tiém; hdn dich pha tiém;
thudc nhd mét; nhoé mii; nho tai.

+ Thudc tiét tring cudi: thude tiém; dung
dich rira vét thuong,

* Thudc khong vo tring: dang bao ché
long (dung dich, hdn dich); dang bao ché
ban ran (thudc kem, thuéc m&); dang bao
ché ran (vién nén bao phim, vién nén bao
tan trong rudt, vién nén, thudc bot, thude
cdm), vién nang.

Cu thé:

* Thubc chta penicillin: bot khd pha
tiém; thude cdm; thube bot; vién nang.

* Thudc chira cephalosporin: bot khd pha
tiém; thudc cdm; thude bot; vién nang.

* Thubc chia carbapénem: bot kho pha
tiém.

PIC/S-GMP

0113

21/8/2013

30/09/2015

Ministry
Health
Welfare,
Republic
China
(Taiwan)

of
and

of
(FDA)




* Chia Ping Road
# 02-00, Haw Par
Tiger Balm
Building,

Singapore 619968
* Chia Ping Road

| Products Ltd

A N \ = 5 . \ ol <
Drug H.O use Of# 04-00, Haw Par Th}l °¢ du? g nng al de;mg \lon_g’ d%ng ?ao = = b Health  Sciences
Australia . ché ban ran khéng vo trung; thuoc uong| © N N .
9 . Tiger Balm \ L e , b MO00150 N S Authority,
Private o dang long; vién nen; vién nang cung;| < © o .
Limited ~ |o01dIng, thubc bot va thube cém udn O S |S  [Singapore
Singapore 619968 ; & o @
* Chia Ping Road
# 05-00, Haw Par
Tiger Balm
Building,
Singapore 619968
Espace Industriel|* Thudc v6 trung:
Nord, 151 rue|+ Thudc san xuit vo tring: dung dich thé| o o |9  |French  Agency
10 Laboratoire  [Andre Durouchez {tich 16n; dang bao ché bén ran; dung dich (% HPF/FR/1 N 8 for Medicines and
Unither CS 28028, 80084|thé tich nho. 5 15/2013 g S Health  products
Amiens Cedex 2,|* Thubc khéng vo trung; thubc dung| = |S  [Safety (ANSM)
France ngoai dang 16ng.
r r (D
};32 PhaLr£1£ Industriparken 55,|* Thuoc khong vO trung: thudc dung % DK Y g § Danish  Health
11 ’ 12750  Ballerup,|ngoai dang long; thuc udng dang long;| @ N N and  Medicines
Pharmaceutica s o A & s 5 00031113| & o :
Denmark dang bao ché ban ran; vién nén. 0 F S Authority
o




* Thuoc vo trung:

Thymoorgan + Thudc san xudt vo trung: dung dich thé
. P . A A A . 2 o~ e
Thymoorgan Pha_rma2|e GmbH t[ch 101}, thuoc dong kho; dung dich thé % DE NI 0 = = .
. Schiffgraben  23,|tich nho. N N Co quan tham
12 Pharmazie L inr eon e . | @ 1 GMP 2| 3 > X
38690 + Thuoc ti¢t trung cudi: dung dich thé| 5 " iy o o quyén Puc
GmbH Vienenburg, tich nho. L 01200351 o |3
Germany * Thubc khong vO tring: thudc dung
ngoai dang 16ng; thude uéng dang long.
* Thubc v trung;
+ Thudc san xuat vo tring: dung dich thé
tich 16n; thubc doéng khd (chat doc té
bao/chat kim t¢ bao;  hormon
corticosteroid, hormon sinh duc va
hormon khac; prostaglandin/cytokine);
dung dich thé tich nho (chat doc té
2 Trav. SX Via|bao/chat kim té bao; hormon va chét cd| o e
13 Patheon Italia|Morolense, 5 -|hoat tinh hormon khéng bao gom hormon (ED IT/79- N 8 Italian Medicines
S.P.A 03013 Ferentino|sinh duc); thudc bot chita protein/DNA| 5 2/H/2013 % S Agency AIFA
(FR), Italia tai t6 hop. L SO

+ Thudc tiét tring cudi: dung dich thé
tich 16n; dung dich thé tich nho (chat doc
té bao/chat kim té bao).

* Thude sinh hoc: thudc ¢éng nghé sinh
hoc (protein/DNA tai t6 hop); thuéc mién
dich c6 ngudn gbc dong vat dung cho
nguoi.




* Thubc v trung;
+ Thuoc san xuat vO trung: dung dich thé

SP.A

Coban — Cesme) o thude dong kho: dung dich thé UK GMP United Kingdom's
Mah. Sanayil , \ L4 . . a 21246 ™ l! medicines  and
Mustafa . tich nho; thuoc cay ghép va dang ran. S p o
Caddesi 13, £ A < A , Insp GMP| & C\l Healthcare
14 Nevzat  llac Yenibosna * Thuoc khong vo trung: vién nang ctng;| @ 21246/45 S S Products
Sanayii A.S | o g |Vien nang mém; thubc ding ngoai dang| ) 1850 ) § Regulatory
’ long; thuoc uong dang long; vién nén.
34196, Turkey * Thude sinh hoc: Thube c6ng nghé sinh 0002 Agency MHRA
hoc.
7 Maitland P_Iace, Thubc khong vo tring: vién nén; vién| < N © Therapeutic
Norwest Business , Lo = MI-2012-| S |3
Aspen Pharma nang cung; thuoc bot va thude com. O N N Goods
15 Park, Baulkham - , AT | LI1-09148-| S o T
Pty Ltd i (Khéng chtra penicillin, cephalosporin;| =< — o Administration,
Hills NSW 2153, ¢ chéng un thur) 2 . S |IK |Australia
Australia & ung tht). o -
* Thubc khong v tring: vién nang cimg;
286-302 thudc ubng dang long; vién nén; thudc
- T . , T, o N < i
Frankston bot VA thude cém; thude kem; thude xit|=  |[MI-2011-| & |&  |[herapeutic
1 |Aspen PharmaiDandenong Road,| o "o iang: thuée mo; dung dich| 5 |LI-00724-| § S  |S00ds
Pty Ltd Dandenong South| = . e > dung diehy ¢, = |8 |Administration,
thuoc. O 3 P~ P .
VIC 3175, A R N . = — NG Australia
Australia (Thuoce khéng bao gom cephalosporin va
thudc chong ung thu)
Servier Moneyland, Gorey a N ©
17 |qreland) Road,  Arklow,|, . khong vé tring: Vién nén z 2012/586 | & |&  |lrish  Medicines
. : - N S
Industries Ltd Co. Wicklow, S 1/M68 < . Board
Ireland L S
i , <
GlaxoSmithKl |\ ia A, Fleming, 2 |* Thudc vo tring: S S : .
ine L, I I IT/201- N Italian Medicines
18 manufacturin 37135 Verona|+ Thuoc san xuat vO trung: thuoc bot| @ 1/H/2012 > Agency AIEA
g (VR), ltaly chtra cephalosporin. a g gency
o




Thesi Pousi-Xatzi

* Thube vé trung;
+ Thudc san xuat vo tring: dung dich thé
tich nho.

i . . . © National
Agiou  Louka |+ Thubc tiét tring cudi: dung dich thé|< = o
19 |RafarmSA  |Paiania Attiki, TK|tich nho. o [42065728-) 8 |§  |Organization for
A A s , 5 5-13 © o Medicines,
19002, TO 37,[* Thuoc khong vo trung: vién nang cung;| ~ >
P .. C g — — Greece
Greece thuoc dung ngoai dang 16ng; thuoc uong
dang 10ng; dang bao ché rin khac; dang
bao ché ban rin; vién nén.
San pham: .
Meiji  Seika|1056, Fosmicin for 1.V 1g = ™ o Ministry of
i .. = b= P Health, Labour
20 Pharma Co.,|Kamonomiya, Fosmicin for 1.V 2g 0] 2400 N N and Welfare
Ltd., Odawara|Odawara-shi, Fosmicin-S for Otic § g 8 overnment  of
Plant kanagawa, Japan [Fosmicin tablets 250 < ™ B g

Foscimin tablets 500

Japan

Laboratorio

Tabare  1641/69
(Zip Code 1437),
of the

Autonomous City
of Buenos Aires,
Argentine

* Thudc tiém (thé tich 16n va thé tich
nho) khong bao gdom khang sinh nhom
betalactam, chat kim té bao, hoat chat
hormon.

* Thudc bot v tring chuaa khang sinh
beta lactam.

Av.12 de Octubre
4444, Quilmes
(Zip code 1879),
Province of
Buenos Aires,
Argentine

* Thudc khdng chira khang sinh beta
lactam; chat kim té bao, chat cd hoat tinh
hormon:

+ Thube khong vo trung: thudc bot; thube
cdm; vién nén; vién bao; thudc kem:;
thudc gel; dung dich va hén dich thude.

+ Thudc vO tring: dung dich tiém va
thudc dong kho.

National




Glternacmnal ] 3 o) 3 Administration of
_ Calle no 8 esquila o S [ Drugs, Food and
21 Argentino S.A INo 7, Locality AN 04113-13 S = Medical Decives
N L] S~ ~ o
(Tén cii: Fada - ) . , S B |S : ’
P?rque _Industrl_al * Thudc chira chat Kim té bao, chat chong| o - = Argentina
Pharma S.A)  |pilar, Pilar (Zip . )
’ “{ung thu c6 hoat tinh hormon: dung dich, (ANMAT)
Code 1629);|, - .. X an A A \
. hon dich; thuoc dong khé bao gom ca
Province of| .z .. 21 1x
. thuoc tiém thé tich 1on.
Buenos Aires,
Argentine
Republic
calle 519 entre
Ruta 2 y Calle
S/No, Locality
Parque Industrial
La Plata (Zip|* Thubc chira khang sinh beta lactam:
Code 1900)|dang bao ché ran khong vo trung.
Province of
Buenos Aires,
Argentine
Republic
Aeropharm GmbH|* Thudc v6 tring:
Francois- + Thubc san xuat vo tring: thudc nho|a DETHOl o |48
93 Aeropharm Mitterand-Allee- |mit. (29 1H_GMP N 8 Co quan tham
GmbH 1, 07407|* Thubc khéng vé tring: Thubc ubng| _2013- g o |quyén Dirc
Rudolstadt, dang 16ng; thudc phun mu; thude bot hit| & 0005 = |8
Germany bao gém ca thiét bi dinh liéu.
Fournier Annarove a o ©
laboratories g L * Thude khéng vo tring: vién nang ctng; = 3819/IMP N Q Irish  Medicines
24 Carrigtwohill, Co.| .. o q P~
Ireland Cork. Ireland Vvién nén. 5 004 g o Board
Limited ! L ® &




* Thube vo trung:

+ Thudc san xuét vo tring: thudc dong
khd (chat kim té bao/chit doc té bao);
dung dich thé tich nho (chdt kim té
bao/chét doc té bao; chat diéu tri khdi u).

_ I?A-i(:]lilllache o Iloln + Thudc tiét tring cqéi: dung dich thé a o g National Agency
o5 S.C. Sindan sector 1: tlf)h nho (chat doc té bao/chat Kim té % 016/2013/ 8 % for I\(Iedlcmes_ and
Pharma S.R.L Bucuresti, cod an). ) ) o , a RO g g Medlca_l Devices
011171 Romania Tpuoc khqng VO trgng. vién nang ctmg o Romania
’ (chat doc té bao/chat kim té bao, chat
diéu tri khdi u); vién nén bao phim (chét
doc té bao/chat Kim té bao, chét diéu tri
khéi u); vién nén (chat doc té bao/chat
kim té bao, chat diéu trj khéi u).
* Thubc vo trung;
+ Thubc san xuat vo tring: thudc dong
khé (hormon); dung dich thé tich nho;
thudc cdy ghép dang rin (chira khang
sinh betalactam). © Nati
P . 2 el ™ ot ational
26 Anfarm Hellas|Sximatari Viotias, ;ronﬂ;i:; (tilfct httrlijén?i.chdzl?g dich the tich (59 37854/13- g & Organization for
S.A 32009, Greece * T’huéc kh.ﬁng vé triing: \}ién hang cimg 5 5-2013 < S Medicines,
' L — |3  |Greece

(khang sinh betalactam); thudc ding
ngoai dang long; thudc udng dang long;
dang bao ché rin "(chwa khang sinh
betalactam); dang bao ché ban ran; vién
nén (chtra khang sinh betalactam).




1 rue de l'abbaye,

* Thubc v trung;
+ Thuoc san xuat vO trung: thuéc dong

French National

N . 2., , To)
Glaxo 76960 Notre kho; dling (.1}Ch t%le tich ?ho. ‘ . % ™ 2 Ager_lc_y for
97 Wellcome Dame De + Thuoc tiét trung cuodi: dung dich thé 5 HPF/FR/3 N N Medicines  and
Production  |Bondeville tich 16n; dung dich thé tich nho. 5 [2/2013 S |S  |Health Products
France * Thude sinh hoc: thube cdng nghé sinh| Y = |3  |Safety  Agency
hoc; thubc c6 ngudn gbc tir ngudi va (ANSM)
dong vat.
Lot 6, Persiaran
Perusahaan, National
o ©
IDS iiﬁg::n 23, % g § Pharmaceutical
28 |Manufacturing Thubc ubng dang long. vt 373/13 | [Control Bureau,
Perusahaan Shah = L o .
Sdn. Bhd. O ~ P Ministry of
Alam, 40300 Shah o N N .
Health Malaysia
Alam, Selangor,
Malaysia
S -
29 PSl9533  Kirchberg,|San phém: Pharmaton o =|131119 | & |S P
AG . = O © o Products
Switzerland o S F i .
— - (Swissmedic)
— -
Via Mulini, 6934 5 a D (g[S Adencyor
30 |GinsanaSA  |Bioggio, San pham: Pharmaton Kiddi o = |13-846 S 1S | duEts
i o S |2
Switzerland S |&  |(swissmedic)
Mega 60 National ™ 9 Therapeutic
S e | MI-2013- | = |2
31 Lifesciences |Avenue, * Thuoc khong vo trung: vién nang cling;| £ % L1-04846- N N Goods
(Australia) Pty|Pakenham  VIC|thudc bot va thude cdm; vién nén. g Ol g é' Administration,
Itd 3810, Australia N |] |Australia




* San pham: Myrin (50mg, 100mg)
(San xuat tai: Dr. Heinz Welti AG,

- D_ q_ -
Zab“kmattenvﬁi 4 Althofstrasse 12, 5432  Neuenhof, % g § _?_\(]V;Z ':‘l?gzcy for
32 Lipomed AG | . Switzerland - Wisenstrasse 21, 5412| 12-376 N S P
Arlesheim, . L A\ = Products
Switzerland Gebenstorf, Switzerland. 2 Q re (Swissmedic)
Gidy ching nhian sé 12-2314 ngay|™ °
27/12/2012)
Betriebsstandort  [* Thudc vo trung: o o _
Kaiseraugst - Thubc dang léng: dung dich thé tich| = o 3 Swiss Aggncy for
F.Hoffman - \ N z N O < cu Therapeutic
33 (Parenterals), nho (bao gom SVP, thudc nho mat). h 12-1906 = =
La Roche AG . P X I Lo | S o Products
4303 Kaiseraugst,|- Thuoc dang bao ché ran: Thuoc dong| O S > i .
Switzerland kho. o & |(Swissmedic)
)
a ™ s 9
: , : 33
. Via  Cacciamall, San pham: Cefam (Flacone 1g I.M/E.M - = CPP/2013 § & 2 |Italian Medicines
34 Mitim S.R.L |34-36-38, 25128 . o N > o
. vial 1g I.M/E.M) S 11344 o © = [Agency AIFA
Brescia (BS), Italy 0 © S
° &
éi
Plaza NIl Thude khong vo tring khong chira
931/39/41/43, . . IO
.. |khang sinh betalactam, chat kim té bao,
Autonomous City| . ;. ., . TR
. chat ¢6 hoat tinh hormon: vién nén; vién .
of Buenos AIres,| .« pao phim; vién nang; thuée bot va National
Argentine thude ;ni) ’ g: thu i % o S Administration of
35 |TRB  PharmalRepublic Hoe com. o 0d08L13 | & &  |Drugs, Food and
S.A Plaza Nro 3 E S [Medical Decives,
. |z ® |5 |Argentina
967/969A_ut0n0m * Thuoc khong vo trung chira khang sinh o “ g
ous City of AT - (ANMAT)
. betalactam: vién nén; vién nén bao phim;
Buenos Aires,| ., L Al A X
. vién nang; thudc bdt va thuodc com.
Argentine

Republic




* Thuoc vo trung:

United Kingdom's

. Chacharwadi- + Thudc san xudt vo tring: dung dich thé| o UK GMPI ©  |medicines  and
Claris Vanasa tich nho = 20752 S |  [|Healthcare
37 Lifesciences ’ L ems s £ ) ;| 9@ Insp GMP| & p
Limited Ahmedabad,  In|+ Thuoc ti¢t trung cudi: dung dich thé| 5 20752/13 g o Products
382213, India tich 16n; dung dich thé tich nho; nha|% a75.0006 | © = |Regulatory
tuong. Agency MHRA
Plot No 72, EPIP, State
- * An vA Hrinoe o o
Zeiss Phase-l, |fThudevotrang: - IS gjgpo1y/| S |2 |Administration of
. [Jharmajri, Baddi,|+ Thuoc san xuat vO trung: thuoc cay| O N N .
38 Pharmaceutica | . L v , A SAUMP/ A, PN Ukraine on
Distt, Solan,|ghép va dang ran (chtra cephalosporin:| =% © o -
Is Pvt Ltd ) - A i A &) GMP — 3 Medicinal
Himachal cefixime va ceftriaxone tiém). o0 i ~
. Products
Pradesh, India
C-1, Sara A . T I o
Troikaa Industrial Estate, Thudc vien nén Abao Bhlm,(bao gf)m Y'en = X 3 Department  of
. . bao tan trong rudt; vién nen; thuoc com);| O 10211001 I N .
40 Pharmaceutica |Selaqui, Dehradun{ ., PO i, ~ Al S S Health, Executive
Is Lid 248197 vién nang; thuoc tiém (thuoc san xuat vo S 07 S o Yuan
] \ . A [N \ A - N o
Uttarakhand, India trung; thuoc ti€t trung cudi). o ~
* Thudc vo trung:
Plot numbers 457 + Thuoci san >§uat )/0 trA’ung‘: dung dg\:h thf
. [tich nho (chat doc té bao/chat kim te
INTAS and 458 Sarkhej- b3o) a . ] Federal Agency
. |Bavla Highway,| .~ . .. .. " . |2 BE/2013/ | S |&  [for Medicines and
42 Pharmaceutica + Thuoc tiét trung cuoi: dung dich thé|Q N S
- Matoda, Sanand,|, . \ P U S 008 = o Health Product of
Is Limited Ahmedabad.  IN tich nho (chat doc té bao/chat kim te| B 5 Belgium
y s N
382210, India |20

(Khong bao gom dang ng tiém va bom
tiém dong sin)




Plot No 183&192,

State
Administration of

o L0
Windlas :\r/llgtlj):t?iea\\llvalaArea * Thude khdng vo tring: vién nang ctng; LED 01812012/ S Ukraine on
43 Healthcare [ moe g g g cung; A SAUMP/ 8 % Medicinal
Dchradun- vién nen. = ) =)
Pvt. Ltd. O GMP S S Products
248110, o - (SAUMP) -
Uttarakhand, India :
Ukraine
Panacea _l:_/le?]lfilljr’ Baddi, San pham: vién nang ctimg Tacrolimus o
- vian| & _ i N — .
Biotec Ltd.|Nalagar,District 0.5mg, 1’,0mg, 50 mg (Tacpan); vien = 53.2-ZAB = 8 Co quan tham
44 . . nang cung Mycophenolate mofetil| @ 2677.1 D] <« P A,
(Formulation [Solan, Himachal _ . ) - S o quyén DPuc
250mg; vién nén bao phim| 6H = =
Plant) Pradesh - 173 Mycophenolate mofetil 500mg e
205, India '
Reckitt 65 Moo 12, UK GMP United Kingdom's
Benckiser Lardkrabang- £ R N i« |la ™ 9 Medicines  and
* Thuoc khong vO trung: thudc uong| s 20689 i S
Healthcare Bangplee Road, \ . I oA N N Healthcare
45 . dang long; dang bao ché ran khac (vién| Q Insp GMP| 5 )
Manufacturing |Bangplee, nhai mém -Soft chewable tablets) > looegoiz | 5 |S  |products
- - . L —
(Thailand) Samutprakarn, Th; 803-0005 ™ — Regulatory
Limited 10540, Thailand Agency
Plot 25-27, UK GMP United Kingdom's
Macleods Survey No 366, a 31303 ™ © medicines  and
. |Premier Industrial|* Thudc khéng vé triing: vién nang cimg; = Insp GMP| & N Healthcare
47 Pharmaceutica . . ; o o N
Is Lid Estate, Kachigam,|vién nén. S 31303/35 Q o Products
Daman,  In-396 L 3718- = |8  |Regulatory
210, India 0003 Agency MHRA
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PT Actavis
Indonesia

Jalan Raya Bogor
km 28, Jakarta,
13710, Indonesia

* Thudc khong v tring: vién nang ctng;
thudc uong dang long; vién nén, dang bao
ché ban ran.

EU-GMP

NL/H
13/0100

8/1/2013

22/11/2015

Health care
inspectorate, The
Netherlands




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

Dot 17
NHA MAY . , ) > =z JGIAY < |< _ |co QUAN
STT A - |PIA CHI PHAM VI CHUNG NHAN O W4 o O >
CONG BO : : : z > HCN z pd CAP
Panama 2121, of .
the Cit of|San phidm: Thubc dong kho Daunogobbi National
. y pham: - COng X1 & E o |[¥  [Administration of
Martinez, ( Co s& dong goi: Gobbi Novag S.A. (§D S 12 |bruss Food and
1 Filaxis S.A. Province of|Fabian Onsari 498 of the City of Wilde,| 03494-13 N = g ' .
. . . L N o Medical Decives,
Buenos Aires of|Province of Buenos Aires of the|Q S S .
. . . o0 = Argentina
the Argentine[Argentine Republic.
. (ANMAT)
Republic
Av. Velez National
Sarsfield 5855, = o |3  |Administration of
Dr. Lazar y|B1606 ARI| . o S |&  |Drugs, Food and
2 CiaS.AQ.e | |Carapachay, San pham: Vién nén Talidomida Lazar 8 04324-13 % 8 Medical Decives.
Republic = ~ ] |Argentina
Argentina (ANMAT)
Aharnon  Street,
Limassol
Industrial Estate,
Building 1-Main,
Building 2-|* Thude khdng vé triing: vién nang cing;
Penicillins, thudc ding ngoai dang long; thudc udng| o . ] .
. Builing 4-|dang 16ng; dang bao ché rén khac; thubc| =2 REMO00/2 S N Phar_maceutl_cgl
3 Remedica Ltd . N . I |9 N = Services Ministry
cephalosporins,  [phun mu; dang bao ché ban ran; thuoc| 5 013/001 o S of Health. CvDrUS
building 5 - Anti-|dan; vién nén; thuéc udng (chia|™ < |3 el
cancer/hormones, |penicillin va cephalosporin).
Buiding 10-anti-
cancer, Limassol,
Cyrus, 3056,
Cyrus




Teijin Pharma o - Ministry of
Limited 2-1, Hinode-cho, ﬂ (ED § Health,  Labour
Iwakuni Iwakuni-shi, San pham: Vién nén Bon-One 0.25 & 3385 P~ and Welfare
Pharmaceutica [ Yamaguchi, Japan % S government  of
| Factory ~ i Japan
Lot 10, jalan
Sultan Mohamed,. ., & kem; thudc m&; kem boi da;| < o |49 National
Hoe 6, Bandar Sultan thubc gel: nhii dich: miéng dén: diu goi: % p S Pharmaceutical
Pharmaceutica [Suleiman, 42000( . ", ~..) . % O 3 T P 408/13 N F Control Bureau,
thuoc boi tai cho; thudc dung ngoai dang| = D =) .
Is Sdn. Bhd.  [Port Klang, long va thude uéng dang long O e 5 Ministry of
Selangor, : ' o Health Malaysia
Malaysia
* Thubc vo trung;
+ Thubc san xuat vO tring: thudc dong
khd (chira hormon); dung dich thé tich
nho; thudc cdy ghép va dang ran (chua
khéang §inh betalf;lctam).’ 1o - © National
Anfarm Hellas{Sximatari Viotias, ;cglﬁ)c dzﬁtg gii?lgth%uglc.hilljlgg dich the (29 37854/13- g § Orga_ni_zation for
S.A 32009, Greece * Thué(; khéng Vo triing: vién hang cing 5 5-2013 S e Medicines,
' L — |3  |Greece

(chtra khang sinh betalactam); thu6c ding
ngoai dang long; thudc udng dang long;
dang bao ché rin khéc (chira khang sinh
betalactam); dang bao ché ban ran; vién
nén (chtra khang sinh betalactam).




* Thubc v trung;
+ Thuoc san xuat vo trung: thuéc dong

Rupnicu iela 4,|khd (chtra chat doc t& bao/chat kim té| o VI E
. Olaine,  Olaines|bao); dung dich thé tich nho (chat doc té| = S |& [State Agency of
Pharmidea . P Q 2012/018 N S ] )
novads LV-2114,|bao/chat kim té bao). - H Q o Medicines, Latvia
Lavia + Thudc tiét trung cubi: dung dich thé|% < |&
tich nho (chit doc té bao/chat kim té
bao).
* Thubc v trung;
+ Thubc tiét tring cudi: dung dich thé
tich nho. : . .
Reckitt Dansom Lane,|* Thubc khong v tring: vién nang cimg; UK MIA - © kjﬂggfgirﬁlsngdogj
Benckiser Hull, East|thudc dung ngoai dang léng; thudc udng| S 63 Inspl = |8 | earthcare
Healthcare Yorkshire, HUS8|dang long; dang bao ché ran khac; dang| @ GMP/IMP g S roducts
(UK) Limited |72 United|bao ché ban rén; vién nén. D |e37092-| I |3 Ee Ulator
Kingdom * Thube sinh hoc: Nystatin (Thudc kem 0029 -~ g y
. . Agency
Timodine)
* Standardised Senna, Buprenorphine
hydrochloride.
* Thube v6 trung;
+ J4 ) X A LN . . X
Medice , ThuOf: san xuat vO0 trung: dung dich thé
Arzneimittel tich nho.
Medice + Thudc tiét tring cudi: dung dich thé|a DENW | o |8
.. Putter GmbH| , , S = o X
Arzneimittel &Co KG tich nho. ) 01_GMP_| & N Co quan tham
Putter GmbH ' * Thude khéng vo tring: vién nang cting; 5 2013 001 S 3 quyén Puc
Kuhloweg 37, . A . A | 0 © e
&Co.KG vién nang mém (vién nang mém vo 0 N —
58638 lserlohn, \-tin Ne hrotrans); thudc ubng dan
Germany g P , £ dang

l6ng; dang bao ché rin khac (thudc com,
pellet); dang bao ché ban ran; vién nén.




* Thudc khong vo tring: vién nang cing

. . (thudc mién dich); thuc ubng dang 1ong| o NN
Via Morelli, 2- s A ; S o o . .
(hormon va chat c0 hoat tinh hormon IT/265- N N Italian Medicines
10 Roche S.P.A (20090 Segrate|,, . N . |9 S )
(M), Ital khong bao gom hormon corticosteroid vaf = 4/H/2012 = o Agency AIFA
ey hormon sinh duc); vién nén (thudc mién| S |8
dich).
Agency for
N S Medicinal
o — —
Lek __|Kolodvorska cestay,, 1 < khong Vo tring: vién nang cimg;| = 450- & [&  |Products and
11 Pharmaceutica |27, SI-1234( . . ..° Q I~ S ) )
Is d.d menaes. Slovenia thuoc bot; vién nén. S5 39/2011-2 o = Medical Devices
' ges. L & |S  |of the Republic of
Slovenia
. Nottingham site, United Kingdom's
Reckitt ici
) Thane Road, a a0 Medicines  and
Benckiser Nottingham = PP101269| & Healthcare
12 Healthcare ingnam, San pham: Strepsils Warm Lozenges o S
International Nottinghamshire, S 29 o Products
L N~
Limited NG_90 _ 2DB, — Regulatory
United Kingdom Agency
Combino HF60 . Hal Farl, Thudc khéng vo triing: vién nang cimg;| = MT/002/ § ftt Med|CI_nes
13 Pharma Industrial  Estate vien nén o H/2012 S 3 |Authority of
alta : alta ) 3 alta
(Malta) Ltd.  |BBG3000 Malt ' 2 S £ |Malt

Chivilcoy 304 and
Bogota  3921/25
(Zip code
C1407ESM)  of
the city of Buenos
Aires, Argentina

* Dung dich va hon dich tiém (c6 hoic
khong tiét trung cubi), thudc dong kho
khong chira betalactam, chat kim té bao,
hormon (trtr corticoid).

* Thudc bot pha tiém chira betalactam.

* Dung dich thuc nho mit.




Gral. Martin
Rodriguez 4085
Aconquija corner
(Zip code 1714),

* Dung dich tiém, thudc déng khé, dung

National

Instituto Province of{dich tiét trung khong chira betalactam,| o 2 |§  |Administration of
5 Biologico BUENos :hat klm‘Fe bao, llorm?n (}m corticoid). o 05610-13 N N Drugs, Food and
Contemporane | Ajres(Ituzaingo Dung dich thuoc nh6 mat. g S |9  |Medical Decives,
0S.A Plant Module 1), = Q |S  |Argentina
Argentina (ANMAT)
Gral. Martin
Rodriguez 4085
Aconquija corner
(Zip code 1714),\ 1y e bot pha tiém vo trung chua
(Ituzaingo betalactam
betalactamics '
plant), Province of
Buenos Aires,
Argentina
I('F?;zzj”d cigi * \/ién nén, sird, hon dich, thuéc khong National
.. |v0 trung dang 1ong; dung dich vo tring| % ™ S Administration of
1978), of the Cit g dang fong; dung 9= 2 |2
; > 'Yk hong chira betalactam, chit kim é bao,| O S |& |Drugs, Food and
16 Klonal SRL  |of Quilmes, L . AN 05312-13 S S . .
Buenos Aires of hormon, chat sinh hoc. S = S Medical Decives,
the Argentine * Thudc chira betalactam: vién nén; sird,| & = N Argentina
g hén dich, thude bot vo tring. (ANMAT)

Republic




Palpa 2862 (Zip

* Thudc chira chit kim té bao: thudc

National

_ code C142§DPB), dong kho va dung dich tiém khong tit] = = Administration of
17 Laboratorios - |of the City ~of tring cudi; dung mdi hoan nguyén hoic < 05615-13 S S Drugs, Food and
IMAS.ALC |Buenos  Aires,| 9 Cuot dung mol hoan nguyen hodcl g, S |S  |Medical Decives,
. dung mdi pha lodng (c6 hoac khdng tiét| O 5 B .
Argentine frin cuéi) o0 N — Argentina
Republic g cuot): (ANMAT)
Aston Lane North,
Norton Whitehouse Vale|* Thudc vé trung: UK MIA United Kingdom's
Healthcare  |Industrial Estate,|+ Thudc san xuét vo trung: dung dich thé| o 530 Insp| <« |9  [Medicines and
1 [|Limited  T/AlPreston  Brook,|tich lon; dang béo ché ban rén; dung dich (% GMPIGD | & |& |Healthcare
Ivax Runcorn, thé tich nho. 5 P/IMP g S products
Pharmaceutica |Cheshire, ~ WAT7|+ Thudc tiét tring cudi: dung dich thé|“ 530/1400 | «~ &  |Regulatory
Is UK 3FA, United|tich 16n; dung dich thé tich nho. 4-0018 Agency
Kingdom
* Thubc vo trung;
+ Thudc san xuat vo tring: dung dich thé
tich nho. National
- - + e “A AN ,(.. . A <
. Rua Elias Garcia, ’ Thu?c tiét trang cuoi: dung dich thé % F019/S1/ o = Authority of
Laboratorios [N0.28, Amadora,|tich nhd. N N .
19 . J R A A , o H/AF/001 S J Medicines  and
Vitoria, S.A  |2700-327, * Thuoc khong vo tring: vién nang ctmg;| = 12012 g o Health Products
Portugal thudc udng dang 16ng; dang bao ché ban| Y N 2 ’

ran; thudc dan; vién nén; thudc ran khac
(thuéc bot; thuoc com; thudc dat am
dao).

I.P, Porrtugal




* Thubc v trung;
+ Thuoc san xuat vO trung: thuoc cay

Silk Road|ghép va dang ran. ’ q UK MIA United Kingdom's
Business Park,[+ Thuoc tiét trung cudi: dung dich thé| 17901 ™ g Medicines  and
20 AstraZeneca [Macclesfield, tich nho. (59 Insp GMP & [ Healthcare
UK Limited |Cheshire, SK 10|* Thuéo khong vo trung: vién nang cﬁ:pg; 5 17901/10 5 5 products
2NA, United|thudc ding ngoai dang 16ng; thubc uong| - 1170005 | 3 |Regulatory
Kingdom dang long; vién nén. Agency
* Thubc sinh hoc: LHRH antanogist,
chbng ndm; antioestrogen.
Carr 188 Lote 17, . . |
San Isidro UK GMP o kJ/Im;(.ad. Klngdom;
IPR Industrial Park, Po T |15822 212 et
21 Pharmaceutica [Box 1624,|* Thudc khong vo tring: vién nén. Q Insp GMP g S roducts
Is Incorporated|Canovanas, PR - a 15822/12 g 3 P |
00729,  Puerto 983-0003 = Regulatory
Rico. Agency
* Thudc vo trung:
+ Thudc tiét trung cudi: nudc cit pha
tiém.
* Thudc sinh hoc: ché pham tr mau;
Biotest AG tlll}lé? cong nghé sinh hoc (\Proteif\/DNA: a oE HE o| @ g »
29 Biotest AG Landstemerst_ra_be tai to hop khang Ehe :ion bao, khang thé o 1 GMP 2 8 g Co . qua’n tham
5, 63303 Dreieich,|don bao két hop doc to.), S 013 0092 S o quyen buc
Germany ( Co so ching nhan xuat xudng: Biotest| - ok S

Pharma GmbH, dia chi: Biotest AG
Landsteinerstrabe 5, 63303 Dreieich,
Germany theo Gidy chimg nhan s6
DE_HE_01_GMP_2013_0093)




JL.Wanaherang

I ™ ©
PT Novell[No. 35 Tlajung|* Thudc vo trung: % DEBEO| S |3 2
: £ Loooa N . 2 N N Co quan tham
24 Pharmaceutica (16962 Gunung|+ Thuoc san xuat VO trung: dung dich the| O 1 GMP 2| & S uvén Dirc
| Laboratories |Putri, Bogor, |tich nho (6ng tiém) 2 013 0023| S |8 |T¥
Indonesia i i
* Thube vé trung:
+ Thudc san xuét vo tring: thudc dong
kho (thudc bot pha tiém va tiém truyén); <
dung dich thé tich nho (thudc tiém; dung S
dich dam dic dé tiém va tiém truyén); g
. ~ \ m >
. Orionintie 1, dung  dich _du_ng cho bang quang, o a S © [Finnish
o5 Orion 02200 Es000 oromucosal liquids). (% 3476/11.0 S S | Medicines
Corporation |~ PO% 4 Thude tigt tring cudi: dung dich thé| % 1.09/2013| s |9 B Agency (FIMEA)
tich nho (thude tiém; dung dich dam dac|™ D E: = geney
dé tiém va tiém truyén); oromucosal 2
liquids.. 2
* Thudc khong v trung: dung dich ubng =
nho giot; thudc bot hit; vién nén ( bao
gom thudc chira sulphonamides.)
* Thude vO tring: thudc tiém (thudc san
o2z, cren|t 6 1 e it ns ) N
Taiwan Shou Road, |79 <t ’ ’ = g S Health and
26 Biotech  Co.,|Taoyuan City Xudt vo trung) 13 0242 N S Welfare
K 1% Thude khdng v tring: dang bao ché|L R -
L Taoyaun - Hisien, long (dung dich); dang bao ché ran (vién 2 & = Republic of
Taiwan, R.0.C ng (auUng dich); dang. R “  |China (Taiwan)
nén bao duong; vién nén bao phim; vién
nén; thudc bot); vién nang va miéng dan.
16-24 rue Jean|, .. « . . o ®  [8 French  National
. —
Chaptal, 93600 Thudc v0 trung: L . 2 % HPF/IFR/L| & |& |Drug and Health
27 Guerbet .|+ Thuoc tiét trung cuoi: dung dich thé| < = -
Aulnay Sous Bois, tich 16n: dune dich thé tich nho S 90/2013 S o Products  Safety
France > GUnE ' L =[S |Agency (ANSM)




Laboratorio

* Thube vé trung;

+ Thudc san xuat vo tring: dung dich thé
tich nho (hormon hodc chat c6 hoat tinh
hormon trir hormon sinh duc).

Italiano e 2 en eon £ . 2| o . 9
Biochimico Via Licinio, 11 + Thu?c ti¢t trung cudi: dung dich thé| s IT/178- = S ltalian Medicines
28 . 22036 Erba (CO),|tich nho. &) q S
Farmaceutico p . N T 3/H/2013 e o Agency AIFA
. Italy * Thuoc khong vO trung: thuoc dung| 3 =
Lisapharma . \ . o —
ngoai dang long (hormon corticosteroid);
S.P.A P 2 )
thuoc uong dang long (hormon
corticosteroid, hormon sinh duc); dang
bao ché ban rin (hormon corticosteroid).
* Vién nén (chuaa penicillin va
Lot 1-5, Cheng Cfphalosporln);_thu_oc kfot pha hon d_;cl? o o o National _
Xepa-Soul . uong (chtra penicillin va cephalosporin);| = ke o Pharmaceutical
. Industrial Estate,| .. , e NS o I
29 Pattinson (M) 75950 Melaka |VIEM Mang (chaa  penicillin  va| 329/13 N = Control  Bureau,
Sdn Bhd Malavsia '|cephalosporin); dung dich thudc uéng;| O S (S [Ministry of
y dung dich thubc dung ngoai; thubc|™ ™ |Health Malaysia
kem/thudc m&; thudc nhoé méat/tai/miii.
[a W N
CHIES] Via Palermo|San  phdm: H&n dich  Curosurf| 2 12/04/021| 8 French — Health
30 FARMACEU 26/A. Parma. ltalv |120ma/L 5ml o 3 3 Products  Safety
TICISP.A ! 1y gL 2 ~ Agency
* A A A trinee vid (A
Str. Crinilor 5, TEluOC,khOEIg vO trEng. vién n:img ctng; . .
Raionul  Criuleni thuoéc ban ran (thudc kem chira khang| o . . National Agency
39 Farmaprim Sat Porumbeni,Sinh non-betalactam, thuoc md chtra(% 019/2013/ § & for Medicines and
SR.L VD 4800, |NOrmon, thude kem, gel); thude dan;| 5 RO & |3  |Medical Devices
'lthudc trang (chira khang sinh non-|" ~ | |Romania

Republic Moldova

betalactam, chira hormon).




Sofall Cesme Sok, a INS o © Austrian
. _ * A A A AN . =A z z = o o . .
33 Santa Farma N_o.._72 74, 34091 .ThPO?A kh(?ng vO trung: vién nen bao o 482195- & S Med!cmes _amd
Sisli, Edlrnekapi -[phim; vién nén. 5 0002-005 g S Medical Devices
Istanbul, Turkey L = |3  [Agency (AGES)
Sandoz Ilac
Sanayi ve Ticaret
AS ©
Sandoz  llac|Gebze Plastikciler|* Thubc khdng vo tring: vién nang cimng; % DE_ST O a S Co auan  thim
34 |Sanayi  Ve|Organize Sanayilthuéc uéng dang long; thuc dan; vien|@ |1 GMP 2| S |g | éanI'IC
Ticaret A.S  [Bolgesi Ataturk,|nén; thuc cdm 2 013 0011 2 [§ |1W
Bulvari 9. Cadde ~
No.1, 41400
Kocaeli, Turkey
Turbhe MIDC,
Plot No. D -31/32[* Thudc v tring: o INS- @ |  |Austrian
35 Sandoz Private|Thane-Belapur |+ Thudc san xudt vo tring: thudc cdy (29 481731- S |&  |Medicines  and
Limited Road,  400705|ghép va dang rin. = 0010-001 g S  |Medical Devices
Navi Mumbai,|* Dugc chit vo tring carbapeneme L (2/3) — & Agency (AGES)
India
GIDC Estate, 507- o © State
Sava B-512, Wadhwan|* Thubc khong vo triang: thudc bot pha (% 058/2013/ g § Administration of
36 City - 363035,|dung dich udng; dang bao ché ban ran;| SAUMP/ 8 [X  |Ukraine on
Healthcare Ltd A L @ o -
Surendranagar, vién nén. O GMP 5 F Medicinal
India o " |Products




320-2 Scongdae-
Ri, Ochang-

San pham: Greengene (thudc tiém dong

Mvum. ChunawonKN0): Greengene F (thuoc tiém dong| < N |S  |National Institute
37 Green  Cros Kaln ' g khd); Hunterase (dung dich thudc tiém): 0 0020/12 8 g of Medicaments,
Corporation Chu}l cheonabuk. thudc tiém dong khd Plasma factor VIII; 8 o |S  |Argentina
geneongbuX- | g dich tiém chira chit mién dich| = S |2 |INAME)
Do, Republic of .
Normal Human Immunoglobulin.
Korea
Agency for
Novartis Cherag Ali a ™ 9 Medicinal
38 Bangladesh  |Market,  Tongi,|* Thudc khong v tring: vién nang ctng; % 450- N 8 Products and
Limited, Tongi|1711  Gazipur,|vién nén. 3 8/2013-1 g S  [Medical Devices
Plant Bangladesh L < |& |of the Republic of

Slovenia




39

Kocak Farma
Ilac ve Kimya
Sanayi. A.S

Organiize Sanayi
Bolgesi,
Cerkezkoy,
Tekirdag, Turkey

* Thudc khong vé triing: vién nén (chaa
hormon va thudc chéng ung thu)

EU-GMP

F113/01/2
013

13/5/2013

11/04/2016

National
Authority of
Medicines  and
Health Products,
I.P, Portugal




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

Dot 18
NHA MAY . , ) > =z JGIAY < |< _ |co QUAN
STT A . |PIA CHI PHAM VI CHUNG NHAN O W4 & O > =
CONG BO : : : z > HCN z. z CAP
. *Thudc v tring;
Via Franco L L, oA s L oaala o 9
1 Wyeth Lederle|Gorgone Z.1I - :ir@ghlli(r)]% (Sj}?ﬁ;uztr\i\éﬁliz; nggnthl;?;h ]tjl(l); % IT/29- § 8 Italian Medicines
srl 95100  Catanial e N0 (chua PENICn), CUNG Aeh Te) 30 1no13 | & |8 |Agency (AIFA)
. tich nho (chua penicillin, chat doc té bao/| 3 S
(CT) Iltalia Y =
chat kim t€ bao).
25212, W. Illinois a ™ © .
) Ezszr:care Route 120, Round|San phim Albumin Human, USP, 20%| = cT 3084-| & |8 E:;Efd and S[t)artjs
" |Lake, IL 60073, |Solution, Flexbumin 20% s |13wHO | @ |8 | and Drig
Corporation > N ) Administratrion
USA — —
25212, W. lllinois a ™ ) .
3 Ezzfter:care Route 120, Round|San pham Albumin Human, USP, 25% % CT 3083- § 8 g:;tjed and Sg)artjs
: Lake, IL 60073,|Solution, Flexbumin 25% Y 13 WHO S S . -9
Corporation | o 3 5 | Administratrion
Palpa 2862, (Zip National
Code * Thuoc chira chat kim té bao: Thuoc| S ™ | |Administration of
A Laboratorios |C1426DPB),  of|dong khd; dung dich thudc tiém (khong| © 0657213 & |& |Drugs, Food and
IMA, S.AALC [the  City  offtiét trung cubi); dung mdi pha lodng hodc 8 o |2  |Medical Decives,
Buenos  Aires,|hoan nguyén. & S |S |Argentina
Argentine (ANMAT)
B-dul Theodor|* Thubc khong vo tring: vién nang cimg;
Pallady  nr.44C,|dang bao ché rian khac (vién nén bao|a @ |9 [National Agency
c S.C.  Slavia|sector 3, cod|phim; thudc cém, thudc bot (dang phan (% 038/2013/| & |&  |For Medicine and
Pharm S.R.L |0322686, liéu); dang bao ché ban ran (kem, md,| 5 RO g S |Medical Devices
Bucuresti, gel; bao gom ca thudc chira hormon| = |3  |Romania
Romania corticosteroid); vién nén.




Haupt — Pharmay, 1y, ¢ khong vo tring: Vien nang cim
Haupt PharmaMunster  GmbH thudc uén dgn lon 'g\./ién nén; v?én négr; < DE_NW_ = =
Munster Schleebruggenka | _ (bao géﬁ C%C C}i??lt 60 t6 18 bao dbi (29 05GMP_| & |& |Co quan thim
GmbH mp 15, 48159| . \-o0 8om Lot Chat €9C 1O 1e < |2012.003] S |2 |quyénDbirc
Munster khang hormon va tc ché sinh tong hop| 5 S F
’ hormon) i o
Germany
Nazzare 3446/54 National
(Zip Code = @ [  [Administration of
Laboratorio  [C1417DXH)  of|Dung dich thudc tiém, thudc bot dong| O 0658013 & |& |Drugs, Food and
Kemex S.A  [the Autonomous|khé chira chét kim té bao g o |2  |Medical Decives,
City of Buenos = 8 |™ |Argentina
Aires, Argentine (ANMAT)
* Thude vo trung;
+ Thudc san xuat vo tring: dung dich thé
- ’ A A A 1o\ A N A A . N Lo
Oncotec Am  Pharmapark, tIChA’lonA(chat dAQc teiba(z/ch?t Iflm teﬂr ba?), % DE_ST 0 = 4 .
Pharma thuoc dong kho (chat ddc t€ bao/chat Kim N N Co quan tham
. 06861 Dessau-| z , . .. . P \ o |9 1 GMP 2| S P Ny
Produktion Roblau. German t¢ bao); dung dich thé tich nho (chat doc| 5 012 0029 p s quyén Bt
GmbH ! Y |t€ bao/chat kim té bao). w - S |8
+ Thubc tiét tring cudi: dung dich thé
tich 16n (chat doc té bao/chat kim té bao).
Glaxo Zone Industrielle a ] Q ;re;;: Natlor]:g:
Wellcome no.2, 23  rue|* Thubc khong vo tring: dang bao ché (29 HPF/IFR/L| & |8 Mgediciynes and
) Lavoisier, 27000|rin khac; thudc phun mu. 5 40/2013 S |3
Production 0 o P Health Products
Evreux, France — S

Safety (ANSM)




United Kingdom's

q N -
Penn Tredegar, Gwent,|San pham Colomycin (Powder for % CPP: § msg:;:g;se and
10 Pharmaceutica [NP22 3AA,|Solution for Injection, Infusion or{Q PP101189( &
| Services United Kingdom |Inhalation) 2 74 =~ Products
L I Regulatory
Agency MHRA
* Thude vo trung;
+ Thudc san xuit vo tring: thudc tiém
thé tich nho.
H + A ‘A ~ A A -a A o
Ao VI A A g [z |wney o
Laboratorios ’ et vaii S = NCF/1331| & |[&  |Health of
11 . 08970 Sant Joan|nho tai. o o B
Lesvi, SL . z A A , 5 /001/CAT - o Government  of
Despi * Thuoc khong vo trung: vién nang cing;| 3 = . )
N A o N N ™ Catalonia - Spain
(Barcelona), Spain|vién nén; vién bao; vién bao phim; thuoc
bot udng; thudc cdm; thudc bot ding
ngoai; thudc udng dang long (dung dich
udng; siro; hdn dich ubng).
6111, Aven_ue % . < Health  Products
: Royalmount, Suite 2 N A e , o < p
Pharmascience Thuoc khdng vo trung: vién nang cung;| S o I and Food Branch
12 100, Montreal,| ., A < 100241-A N N\
INC vién nén; thuoc bot. 2 < <Y Inspectorate,
QC, Canada, H4P = N N Canada
274 O
* Thube vé trung;
+ Thubc san xuat vo tring: dang ban ran
(kh&ng sinh c6 do nhay cam cao); dung - © Belgian  Federal
. . R oz ” 7 H z A o — —
Alcon _|Rijksweg 14, d%ch the tich nho (khang sinh ¢ d6 nhay| S BE/2013/ S S Ager.lc.y for
13 Couvreur NV Puurs, B-2870,|cam cao). O 006 B P~ Medicines  and
Belgium + Thudc tiét trang cudi: dung dich thé| = |S  |Heallth Products
— o

tich nho.
* Thudc khdng vo tring: dang béan rin
(khang sinh c6 d6 nhay cam cao).

(AFMPS)




[qV <
Laboratoires [Rue des Quatre % S b French — Health
i . £ . o n , HPF/FR/1 N N Products  Safety
14 Expanscience |Filles, 28230|Thuoc khong vo trung: vién nang cing | Q N 5
Epernon Epernon -France 2 9/2012 s |s Agency
’ L 2 |S [(AFSSAPS)
*Thudc vo trung:
A 5 A A N . . A ™
 INove Alle 2880 + Thqu san xuat vO0 trung: dung dich thé % = L0 Danish
15 Novo Nordisk Bagsvard tich nho. 5 DK H & | Medicines
A/S g * Thube sinh hoc: thubc cong nghé sinh| 5 00028113 & |9
Denmark 5 oo Agency
hoc. "” ~ N
* Thude khac: nguyén liéu sinh hoc
Kela * Thube vé trung: .
Laboratoria o | (oo o [F Thudc san xuat vo tring: Thudc dang| o ® . ie:agr:gn Fedefrg:
6 [NV (cela Nv[ o= R Stratge  |rén va céy ghép. 2 [BER01z| & |8 Mge dic?’nes i
- Kempisch|_ gotraten, e 1 uée khong vo tring: thudc udng| - 080 S |3
) B-2320, Belgium \ \ e | o D Heallth Products
Laboratorium dang 16ng; dang bao ché ban ran; vién — ~
, (AFMPS)
NV) nén.
Via  Nettunense . ) 3 o « 3
% £ ~ A A A — -
17 |Catalent Italy|Km.20, 100 - *TF}EL%Cckshiarrl\gI:; Ocjmg;i; V}lgrlnnigginz?ﬁ z IT/81- & |& |ltalian Medicines
S.P.A 04011 Aprilia . O P suon| 5 UHI2013 | S |3 |Agency (AIFA)
(LT) Italia g oS Ve L S
*Thudc vo tring:
+ Thudc san xuat vo tring: Dung dich thé
tich nho (hormon va chét c6 hoat tinh
Laboratorio hormon, khéng bao gém hormon sinh
Italiano e duc). a . 9
18 Biochimio ;/zlg?)lélcg;:)oé %(1:0) + Thudc tiét tring cudi: Dung dich thé (% IT/178- § & Italian Medicines
Farmaceutico ltalia tich nho. S 1/H/2013 o §' Agency (AIFA)
Lisapharma * Thudc khoéng vé tring: Thudc udng| R
S.p.a dang long (corticosteroid); thubc ding

ngodi dang long (corticosteroid va
hormon sinh duc); dang bao ché ban rin
(corticosteroid)




Nucleo Industriale

o @ 9
19 IE:(r:rtr?aceutici zlicc')al\:)t'o (loc. iSén pham Imipenem Cilastatina Kabi % IT/249- g § Italian Medicines
Spa Tordino) - 64020, 500mg/500mg a 1/H/2012 g ,% Agency (AIFA)
Teramo (TE) ltaly o~
Cipla Ltd., Unit
IX *Thudc vo tring:
Plot No. L-139, S|+ Thudc san xuét Vo tring: Thué;c dong| o oE BB o] & g q
20 Cipla Ltd.,|103 and M-62 th(); dung dich thé tich nho; thuoc dong % 1 GMP 2 8 I Co _quan tham
Unit I1X Vema  Industrial[sin trong bom tiém. 7 35 013 0030 S |9  |quyénDic
Estate,  403722[+Thudc tiét trung cudi: dung dich thé tich| - S |3
Verna, Salcette,|nho; thuc dong sin trong bom tiém.
Goa, India
ilr?dgu-s?t(r)iill ,I:re(:; * Thude v0 tring: o . UK GMP| o |, |Medicines and
No.2, Mandideep +Thudc sin xuat vo tring: thuoc cay|s 25315 § § Healthcare
21 Lupin Limited | . " . "’|ghép va dang ran o Insp GMP| S S Products
District - Ralsen, .., 5 khong vo tring: vié mg| D (2531539 | 5 |S  |Regulator
Madhya Pradesh,| - uoc ong voA rung: v:en rgang cung;| i S S g y
vién nén; Siro kho pha thuoc uong. 047-0005 Agency - UK

IN 462 046 - India




22

Aurobindo
Pharma
Limited Unit
XIl

Survey  Number
314, Bachupally
(Village),
Quthubullapur
(mandal), R.R.
District,
Hyderabad,
Andhra Pradesh,
Pin code 500 090
India

* Thubc v trung;

+ Thudc san xuét vo tring: thudc dong
kho; thuéc bot pha tiém/tiém truyén
(Amoxicillin Sodium; Ampicillin
Sodium; Ampicillin& Sulbactam;
Flucloxacillin; Piperacillin/Tazobactam).
* Thubc khdng vo tring: vién nén (Co-
amoxiclav; Flucloxacillin;
Phenoxymethyl penicillin;
Pivmecillinam);  vién  nang  clng
(Amoxicillin; Cloxacillin; Flucloxacillin,
Dicloxacilin); thudc ran khac: thubc bot
pha hdn dich ubéng (Amoxicillin; Co-
amoxiclav; Flucloxacillin).

EU-GMP

3169/12.0
1.01/2013

22/11/2013

23/08/2016

Finnish
Medicines
Agency (FIMEA)




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

Dot 19
A - > < = > NHOM THUOC (¥)
NHA MAY . , - JGIAY < = [CO UAN - .
STT CONG BO PIA CHI PHAM VI CHUNG NHAN 8 E ‘:CN é fp: E CAP Q NHOM [NHOM
pd z z 1 2
Lieu-dit ~ “Llsle French National
Vert", rue René|, SR - @ S
| [ cranieas, |7 e 1000 0 vin il vy & prgrs| (S [y
Chouzy 41150 CHOUZY|4ns fons, cans ! 3 9/2013 s |3
nen. o IS |5 Health  Products
SUR CISSE, N ki
FRANCE Safety (ANSM)
Torrent
Pharmaceuticals
Ltd - Baddi Plant - ©
Torrent Village: Bhud &|, . < \oa .o - % DEBY O 3 |38 2
2 Pharmaceutica |[Makhnu  Majra, vigurll(; khong VO trung: vien nang cimg; Q 5 GMP_2 % 3 Co énqll;?rrl tham X
Is Ltd Tehsil: Baddi - ' 2 lo130014| S |3 |W
173205,  Dist.: D A
Solan (Himachal
Pradesh), India
Torrent
Pharmaceuticals
- ™ ©
Torrent Ltd. - Indrad Plant ) ) o - , % DE BY 0| o = .
. |Near Indrad|* Thuoc khéng v6 trung: vién nang cing, e N C\l Co quan tham
3 Pharmaceutica |, ,. o o 5 GMP_2 PN S A X
Is Lid Village,  Taluka|vién nén. -] 013 0010 o o quyen buc
Kadi, District L - Q|
Mehsana Gujarat
382721, India




9-19, Shimoshinjo

Santen
. |3-chome, -
Pharmaceutica Hicashivodogawa- a - " Ministry of
| Co., Ltd gashiyodog . 2 . =2 < 3 Health, Labour
(Santen ku, Osaka, Japan |San pham: Sanlein 0.1, Ophthalmic|® 1971 N N and Welfarelx
. |(2-14. Shikinami,|Preparations 5 s |8
Pharmaceutica o o ~ = government  of
| Co Ltd Hodatsushimizu- S N o~ Japan
Noto Pll’ant) ‘[cho,  Hakui-gun, P
Ishikawa, Japan)
Alkem Nalgarrh, District A A 15 ' o |2
. . * Thuoc khdng vo trung: vién nang cing; Insp GMP| o N Healthcare
Laboratories |Solan, Himachal| . \ A Q q T
o thuoc uong dang long; vién nén. 5 19564/ @ o products
Limited Pradesh, In 0 = S
173205. India 1094393- ~ Regulatory
’ 0004 Agency
Fresenius  Kabi
, Lo
Fresenius Kabi g‘;‘]ﬁfh'a”d * Thube v tring: S IPEHEO| ¥ |8 oy uan thim
Deutschland Freseniusstrabe 1|" Thude tiét trung cudi: dung dich thé| Q@ 1GMP2| & |& quyéanl’rc
e S . Ao 5 D S Q
GmbH 61169 Friedberg, tich 16m; dung dich thé tich nho. 0 012 0020 5 S

Hesse, Germany




* Thubc v trung;

+ Thudc san xuét vo tring: thudc dong
kho; dung dich thé tich nho.

* Thude sinh hoc: Thube c6ng nghé sinh
hoc.

Cu thé: thudc bot pha dung dich hoidc hdn

Lilly Coporate|dich ALIMTA; dung dich pha tiém ~ " .
o Center, BYETTA; thubc bot pha dung dich hogc| < S |g |french National
Eli Lilly and| . . X 1 ) . UMC/PT/ N N Drug and Health
Indianapolis, hon dich HUMALOG; Humaject dung|© S I5e) X
Company ) . o x . | 9/2012 — o Products  Safety
Indiana,  46285,|dich pha tiém hon dich pha tiém|g S > Agency (ANSM)
USA. HUMALOG: bt dung dich pha tiém A A gency
HUMALOG; thuéc tiém  insulin
HUMULIN REGULAR; thudc tai to hop
HUMULIN NPH; thuéc tai t0 hop
HUMULIN 70/30; hon dich pha tiém
LIPROLOG BASAL,; dung dich pha tiém
hdn dich pha tiém LIPROLOG.
* e A g
Zone Industrielle, Thqu’c VOW tmn%’ A L oan French National
5 rue du Colonel + Thudc san xuat vO trung: Thudc dong| a . 9 Agenc for
. . khd (chira chét doc té bao, hormon): dung| = |HPF/FR/7| & |S gency
Lilly France  [Lily, 67640| . 2., 1 Q g S Medicines  and
: dich thé tich nhé (chtra hormon). 5 4/2013 S o
Fegersheim, + Thube sinh hoc: thube con hé sinhl @ F P Health  Products
France hoe uoc oc: thuoe g nghe = Safety (ANSM)
Takeda  (Werk|* Thudc vo tring:
Singen) + Thudc san xudt vo tring: thubc dong|a DEBW_| o [
Takeda GmpH |ROPErt-Bosch-  fkho. ’ (% 01 GMP_| § & Co quan thim
Str.8 * Thube khéng vo tring: Thude ding| < 2012 013| & |  |quyénDuc
78224 Singen,|ngoai dang long; thuéc udng dang long;| 3 = S
Germany dang bao ché ban rin; thubc dan; thudc

trirng dat am dao.




. o _ _ o ﬂ .
10 ﬁ;ﬁiigcui::]zg Gurabo, PR|San phdm: Concerta (Methylphenidate (59 2812,0(7); = & IL:J:(;tded o S;tj; «
; -Uo- = ~
LLC 00778, USA HCL) Extended Release Tablets % VN § g Administration
—
Santen 9-19, Shimoshinjo
Pharmaceutica 3-chome, Ministr of
Higashiyodogawa- = ™ o y
| Co., Ltd , 2 |2 S S Health,  Labour
ku, Osaka, Japan [San pham: Alegysal, Ophthalmic|® N N
11 (Santen . i i o 2720 S S and Welfare|x
. [(2-14. Shikinami,|Preparations S - -
Pharmaceutica .. o B B government  of
Hodatsushimizu- S N N
| Co., Lt . i Japan
Noto Plant) cho, Hakui-gun,
Ishikawa, Japan)
Santen 9-19, Shimoshinjo
. |3-chome, .
Pharmaceutica Hiashivodogawa- o o Ministry of
| Co., Ltd gashiyodog . h = o b Health, Labour
ku, Osaka, Japan [San pham: Sancoba, Ophthalmic|® < N
12 (Santen . . . s 1972 S P and Welfare[x
. |(2-14. Shikinami,|preparations. I @ o
Pharmaceutica . o ~ ~ government  of
Hodatsushimizu- S N N
| Co, L cho, Hakui-gun ” Japan
Noto Plant) ’ gun,

Ishikawa, Japan)




9-19, Shimoshinjo

Santen
Pharmaceutica |[-.c1°Me: Ministry of
Higashiyodogawa- S 9 18
| Co., Ltd . . = S pa Health,  Labour
ku, Osaka, Japan |San pham: Daigaku Eye Drops,| O® N N
13 (Santen . . . ; & 2721 S S and Welfare|x
. |(2-14. Shikinami,|Ophthamic Preparations I — —
Pharmaceutica - o B B government  of
Hodatsushimizu- S N N
I Co., Ltd . Japan
Noto Plant) cho, Hakui-gun,
Ishikawa, Japan)
2 rue du Pressoir * Thuoe vo tring: = 4 = ;rge;r:::y Natlo:‘]s:
+ £ , A A A A A = o <
14 Merck Sante | Vert, 45400 Thuoc san xuat Vo trung: thuoc dong O HPF/FR/L a %‘ Medicines  and|x
kho. 5 64/2013 Ly o
Semoy, France * Thude khone vé trine: vien nén o 2 N Health  Products
g & ' ' |safety (ANSM)
29 Avenue|* Thudc khong vo tring: thudc ding|a - |9 ;re:;: Natlo:c]s:
Charles de Gaulle,|ngoai dang l6ng; dang bao ché rin khéc| = HPFIFR/I4| S N gency
15 Famar Lyon . ) , S N fo. |9 q F Medicines  and|Xx
69230 Saint Genis|(chua cephalosporine); dang bao ché ban| 5 8/2013 D S Health  Products
Lo A : L ~ ~
Laval, France ran; vién nén (cephalosporins). o~ Safety (ANSM)
Via San Leonardo -
CHIESI 96 - Via Palermo S =) : -
16 |FARMACEU |26/A- Via Ortles 6/San phim: Brexin O flzzfms S ga';'; '\ﬁg}f'”es
TICIS.P.A |- 43100 Parma = S gency
—

(PR), Italia




Via San Leonardo

San pham: Curosurf
( Co so san xudt ban thanh pham:

. CHIESI FARMACEUTICI S.P.A - Via|a ]
CHIESI % - V'? Palermo San Leonardo 96 - Via Palermo 26/A-| = CPP/2013 N Italian Medicines
17 FARMACEU |26/A- Via Ortles 6, . . O PN
TICISPA . 43100 Parma Via Ortles 6 - 43100 Parma (PR), Italia. |5 /1931 o Agency AIFA
T (PR). ltalia Co s& dong goi: Fidia Farmaceutici S.P.A| Y a
’ - Via Ponte Della Fabbrica 3/A, 35031
Abano Terme (PD), Italia)
* Thudc khong vo tring: vién nén (bao
Baronessa de gdm ca thudc hudng than, hormon va
Laboratorio  |Malda. 73. 08950 chat cd hoat tinh hormon); thudc udng|a @ |9 [Ministry of
: L dang 16ng; thudc ding ngoai dang long;| = NCF/1336] & 8 Health of
18 Aldo-Union  |Esplugues def = 7 . A | Q N >
thuoc phun mu (bao gom ca hormon va| = /001/CAT — o Government  of
SA Llobregat L . . . | o S = . .
(Barcelona), Spain chat cd hoat tinh hormon); dang bao ché N o Catalonia - Spain
PN an rén (bao gdm ca hormon va chét c6
hoat tinh hormon).
Avda. Cami Reial, .
5157 03184 - % g 5 Spanish  Agency
J. Uriach and ’ N 2 n N N of Drugs ang
- . A (©) ~ ~
19 Cia. S.A E?;agmanSSOIIta i|San pham: vién nén Rupafin 10mg g 013/3407 g g Health  Products
g L“ S |9 |(AEMPS)

(Barcelona), Spain




San pham: Aciclovir Generis, thudc bot
pha dung dich hoic hon dich.

(Co s& san xuit ban thanh pham: Reig Portuguese
C/ Jarama, s/n - .
Rei Jofre.|Poligono Jofre, S.A (Fab Toledo) - C/ Jarama, s/n -| o ™ National
g : gon Poligono  Industrial, E-45007 Toledo,| = 1871/ICM/| & Authority of
- N
20 ISA (Fab)Industrial, Bl Spain 9 2013 > Medicines  and
Toledo) 45007  Toledo,|>P¥"M 2 S
Spain Co s& dong goi: Reig Jofre, S.A (Fab. — Health Products,
P Sant Joan Despi - Gran Capita, 10, E - IP (INFARMED)
08970 Sant Joan Despi - Barcelona,
Spain)
San pham: Huminsulin Normal 100, dung
dich pha tiém.
(Co sé san xuét: Eli Lilly and Company
Eli Lilly and|{Drop Code 2200,|Lilly Corporate Center - Drop Code|n ™
Company Lilly|JUSA-46285 2200, USA-46285 Indianapolis, Indiana, = N Co quan tham
21 : . o LGBNO11| < 2o,
Corporate Indianapolis, USA. 5 % quyén DPuc
Center Indiana. USA Co so dong goi xuat xuong: Lilly Pharma| ! —
Fertigung und Distribution GmbH & Co.
KG - Teichweg 3, 35396 Giessen,
Germany).
San pham: Huminsulin Basal (NPH) 100,
hon dich pha tiém.
(Co so san xuat: Eli Lilly and Company
Eli Lilly and|Drop Code 2200,|Lilly Corporate Center - Drop Code|a ™
Company Lilly|USA-46285 2200, USA-46285 Indianapolis, Indiana, = N Co quan tham
22 : . &) LGBNO10| < Ao,
Corporate Indianapolis, USA. 5 % quyén e
Center Indiana, USA Co sé déng goi xuat xwong: Lilly Pharma| % B

Fertigung und Distribution GmbH & Co.
KG - Teichweg 3, 35396 Giessen,
Germany).




San pham: Huminsulin Profile 111 100,
hdn dich pha tiém.
(Co so san xuat: Eli Lilly and Company

Eli Lilly and|Drop Code 2200,|Lilly Corporate Center - Drop Code|a ™
93 Company Lilly|USA-46285 2200, USA-46285 Indianapolis, Indiana, % LGBN009 8 Co‘ quan thdm X
Corporate Indianapolis, USA. 5 % quyén Btc
Center Indiana, USA Co s& dong goi xuat xudng: Lilly Pharma| —
Fertigung und Distribution GmbH & Co.
KG - Teichweg 3, 35396 Giessen,
Germany).
A 31-1, Nihonbashi-
y . |hamacho 2- -
Pharmaceutica chome. Chuo-ku o Ministry of
Is Co., Ltd Tok o’Ja an ’ (% g Health,  Labour
24 (Ay yo, Japan San pham: Morihepamin, thudc tiém. o 1968 N and Welfare|Xx
. |(6-8, Hachiman, S X
Pharmaceutica Kawaiima-machi S N government  of
Is Co., ltd. Hiki-gjlun ' i Japan
Saitama Plant) Saitama, Japan)
A 31-1, Nihonbashi-
y . |hamacho 2- -
Pharmaceutica chome. Chuo-ku o Ministry of
Is Co., Ltd Tok o’Ja an ’ (29 g Health,  Labour
25 (Ay yo, Japan San pham: Neoamiyu, thudc tiém. s 1970 q and Welfare|x
. |(6-8, Hachiman, & X
Pharmaceutica Kawaiima-machi =3 N government  of
Is Co., Itd. Hiki-gjjun ' i Japan

Saitama Plant)

Saitama, Japan)




* Thubc v trung;

+ Thudc san xudt vo trung: dung dich thé
tich 16n; dung dich thé tich nho.

+ Thubc tiét tring cudi: dung dich thé

United Kingdom's

Harmire Road, [tich 16n; dung dich thé tich nho. UK MIA © Medicines  and
Glaxo Barnard  Castle,[* Thude khong vo tring: thude dung|S 4  Insp g § Healthcare
26 Operations Durham,  DL12[ngoai dang léng; thudc ubng dang long;| @ GMP/IMP g > roducts X
UK Limited [8DT,  United|dang bdo ché ran khéc; dang bao ché ban| D, |4/3848- | =~ |8 [P
. Z A L% — — Regulatory
Kingdom ran; vién nén; thuoc com. 0025 Agenc
* Thude sinh hoc: thudc mién dich; thude gency
cdng nghé sinh hoc; thudc c6 ngudn gbc
tr nguoi hodac dong vat; thudc chua
steroid, chéng khuan, chong nam.
* Thude khdng v tring: vién nang cung;
thudc dung ngoai dang 1ong; thudc udng
) . N L , “A _ o .
Merck Hosslgasse 20, de_,mg long; ‘dang _tzao c,he ran k-hac. (vién % INS o = Aust_rlz_in
. nén bao duong, vién néen bao phim); dang 480021- o N Medicines  and
27 KgaA&Co. 9800 Spittal an|, . e o, o N S . .
Werk Spittal |der Drau. Austria bao ché ban ran; vién nén. 5 0017-001 O S Medical Devices
udc tir duge lidu: vién nén; vién nén & gency
P ! * Thude tir duoe 1 B 8/10 SR8 |a AGES
bao phim; vién nén bao duong; vién nang
cung.
30, Podstoczykol, £ . A e . o
Natur produkt|Str., 07-300 tthrO%EhogagnV(;;Lur?%'hvgecnbn;nsg,?Eﬁf % GIF-IW-N g § Main
28 Pharma Ostrow viléln ngn g dang long, thu A Ol 4022/231/ g = Pharmaceutical |X
. . - — (4
Sp.Z.0.0 Mazowiecka, ¥ Thude duoe liéu T 12 S 3 Inspector, Poland

Poland




Bayer Pharma AG

* Thubc v trung;
+ Thuoc san xuat vO trung: dung dich thé
tich 16n; thudc dong khd (bao gdm ca

DE_NW._

™ (o)
iser-Wi - , o — — .
,g  [Baver Pharma ,|:|a||§:r W"h;'{g% chita hormon); dung dich thé tichnho. (2 |04 GMP_| & |& |Co quan thim
AG Lever'kusen + Thudc tiét trang cudi: dung dich thé| 5 2013 003| = |S  |quyénbic
German ’ tich 16n; dung dich thé tich nho. L 8 i
y * Thubc khéng vo trung: dang bao ché
ran khac; vién nén.
Pol. Ind. Les
Salines. Carrer -
, ™ ©
Synthon Castello, 1, 08830(* Thuoc khong vo trung: vién nén; vién % NCE/1337 § § I\H/Ielzlltsﬁry 2:
- A 9 A A A I (D Ay h
30 Hispania, SL Sant  Boi - de ba:) (ba(l gom ca C,hat gay nghién, huéng 35 /001/CAT| o |[S  |Government of
Llobregat than); vién nang cirng; pellet. 0 S = . )
. N o Catalonia - Spain
(Barcelona);
Spain
5555 Valley|, .
Thuoc vo trung: - © .
Grifols Boulevard,  Los|, 1 50 can xudt v0 trang: dung dich thé| S S |3 Spanish  Agency
. : Angeles, 90032 . .. N ) 3| & ES/157H/ I I of Drugs ang
31 Biological Inc e tich 16n; thuoc dong khé; dung dich thé| € S >
(GBI) (California), tich nhé S 13 < S Health  Products
Estados  Unidos, L LA w S |8 |(AEMPS)
USA * Thuoc sinh hoc: ché pham tir mau.
UK GMP United Kingdom's
Square Dhaka Unit, ’ o 29943 ™ ] Medicines  and
. |Kaliakair, * Thudc khéng vo trung: vién nang cing; = Insp GMP| & Q Healthcare
32 Pharmaceutica . A o > PN
Is Ltd Gazipur, 1750, [vién nén. 5 29943/30 Q o products
Bangladesh L 9403- NG Regulatory
0004 Agency




767-7, Aza -
, . o Ministry of
Senju Kazukanounonish s = Health L abour
Pharmaceutica |i, Saiji,{.. .,z . .o < ’
33 | Co. Ltd.|Fukusakicho, San pham: Bronuck Ophthalmic Solution é 3796 g agfi/emm(_:‘r\]/':/elfa(r)llac X
Fukusaki Plant|Kanzaki-gun, S — g
Japan
Hyogo-ken, Japan
* Thubc v trung;
+ Thudc san xudt vo trung: dung dich thé
Reckitt Nottingham  site, |tich 16n; dung dich thé tich nho. UK MIA United Kingdom's
) Thane Road,|+ Thudc tiét trung cudi: dung dich thé|a 12862 o |©  |medicines and
Benckiser . , \ b o
34 |Healtheare | NNOttingham, tich nho. % Insp GMP| & |&  |Healthcare y
International Nottinghamshire, |* Thubc khdng vé tring: vién nang ctng; 5 12862/11 g g Products
Limited NG90 2DB,|dang bao ché ran khac; vién nén. L 9098- = |2  |Regulatory
United Kingdom |* Thudc sinh hoc: thuéc mién dich; thude 0008 Agency MHRA
cong ngh¢ sinh hoc.
* Thube tir dugc ligu.
. Groot o I Federal Agency
Besins . £ A A g \ = o o .
. |Bijgaardenstraat |* Thuoc khéng vo trung: dang bao ché BE/2012/ N N for Medicines and
35 Manufacturing o 0) ~ S X
Belaium S.A 128, Drogenbos,|ban ran. 5 066 = < Health Product of
g " |B-1620, Belgium L & |8 |Belgium
Parque
Tecnologico  de|, IS o ™ ] Spanish  Agency
Asturias, Parcelas Thquc V().Atrun‘(?" £ . |2 ES/155H § Q of Drugs ang
37 Tecsolpar, S.A + Thuoc tiét trung cuoi: dung dich thé|Q = = X
19, 20 y 23, tich 16m: dune dich thé tich nhé 5 V/13 = S Health Products
Llanera 33428 > GUIE € ' L S |9 |[(AEMPS)

(Asturias), Spain




Bayer Weimar
. GmbH und a DE TH O ™ 9
Bayer Weimarl ) G * Thudc khong v tring: vién nén (chira| = 1H_GMP § & [Co quan thim
38 GmbH und . L, , o = F A X
Co.KG Dobereinerstrabe |[hormon va chat c¢6 hoat tinh hormon). S _2013- g s quyén DPuc
' 20, 99427 L 0031 ~ &
Weimar, Germany
Ministry of
4-6-10 o w |9
. > —
I Koishikawa, iz O S I8 Health, - Labour
39 Eisai Co., Ltd San pham: Myonal tablets 50mg -~ 3322 = N and Welfare|x
Bunkyo-Ku, S S |g overnment  of
Tokyo, Japan 3 5 |8 |9
Japan
* Thube khéng vo tring (chta chét c6 v | [French National
e . 4 N | O —
Laboratories 93 route defhoat thnh horrPon).A thuoc duqng ngoai| s HPE/FR/1 § S Ager?c_y for
40 Chemineau Monnaie, 37 210|dang long; thuoc uong dang 1ong; dang| @ 08/2013 5 = Medicines  and|x
Vouvray, France |bao ché rén khéc; thuéc phun mu; dang| 3 ® |§ |Health Products
bao ché ban ran. o Safety (ANSM)
64/66  Westside - ©
. . o —
EirGen Business ~ Park,, Thude khdng vo triing chira chat doc té| = 2013/685 § N Irish  Medicines
41 Pharma Old  Kilmeaden bao: vién nang cung; vién nén 9 7/M1043 R re Board
Limited Road, Waterford,| gcume ' 2 S |s
Ireland i
Lek
farmacevtska Agency for
. . ™ |o ici
‘(j[l;iba 49| berzonali 47,|* Thude khong vo tring: dang bao ché| S 450. s g Fl\,/: zgf;?sal and
42 . |Prevalje, 2391, |ran khac (chira khang sinh beta lactam);| @ S S . .
Pharmaceutica Slovenia vién nén (chira khang sinh beta lactam). | 25120132} S Medical Devices
Is d.d), & o S |8  |of the Republic of
Production Slovenia

Site




Whiddon Valley, UK MIA . Unlt_ed_ Kingdom's
Barnstaple * Thube khdng vé triing: vién nang cimg;| < 142 Insp) o S Medicines and
Actavis UK ! . o ' |2 GMP/GD| & |& |Healthcare
43 .. NorthDevon, vién dan; vién nén. o = P~
Limited SR A S P/IMP 3 o products
EX32 8NS,|* Thuoc tir duoc liéu. 0 o =
United Kingdom 142/6742-| S Regulatory
0029 Agency MHRA
* Thube vé trung;
+ A 5 A A N R . A
A Menarini _ _ , Thqu san xuat vO trung: dung dich thé N o <
. |Via Sette Santi, 3 {tich nhd. s b o . ..
Manufacturing . L en e £ . 2 IT/226- N N Italian Medicines
44 Logistics  and 50131 Firenze[+ Thuoc tiét trung cuoi: dung dich thé|Q 3/H/2013 S = Agency AlFA
gk (FI), Italia tich nho. - S S gency
Services S.R.L C VU L a |3
* Thuoc sinh hoc: thuoc cd ngudn goc tur
dong vat (dang bao ché ban ran).
* Thudc khong vo tring:
+ Thudc san xudt vo tring: dung dich thé
tich 16n; thuéc dong khd; dung dich thé
tich nho.
BAG Health Care|* Thudc sinh hoc: thudc mién dich; san - ©
2 C A . A s J4 A A~ O — —
BAG  health GmbH _ p_ham liéu phaAp te ,bao, tkhuocicon‘g ngh@ = DE_HE 0 S S Co quan thim
45 Care GmbH Amtsgerichtsstrab |sinh hoc; thudoc ¢0 nguon goc tir dong| @ 1 GMP 2| & I 3n Ditc
e 1-5, 35423 Lich,|vat. 2 013 0113| 3 |§ |
N —

Germany

* Thubc tir duge lidu; thudc vi lugng
ddng can; nguyén lidu sinh hoc; nguyén
liéu c6 ngudn gdc tir dong vat hodc Vi
khuan; nguyén liéu san xut thudc cong
ngh¢ gen.




Biomedica, spol s
r.o. Praha, divize

N , . LS S |2 |czech State
Biomedica Horatev, Horatev|* Thuoc khéng vo trung: thuoc udng = sukls2327 Q N .
46 . O N PN Institute for Drug|x
spol. Sr.0 104, 289  12|dang long; vién nén; thuoc bot. S5 00/2012 % o Control (SUSKL
Nymburk, Czech L = |3
Republic
Takeda GmbH
Betriebsstatte o ©
Oranienburg " L taa A . % DE_BB O <& p 2
98, 16515 "¢ Y ' > |o130022| § |2 |
. N o
Oranienburg,
Germany
Terrero 1251, < 3 .
. . : . c . ! Argentina
A A . ) o o o
48 Lgboratorlos Buenos_ Aires,|San phar_n. dgng dich pha tiém Acido S =lo6353-13 S S National Institute
Richet SA Republic Zoledronico Richet T O o o of Drug (INAME)
Argentina QKR g
Gral. Gregorio
Araoz . de o - <« _
. LLamadrid = < |3  |Argentina
Laboratorio . , 2 . A O} N N . .
49 Gemene 1383/85, Ciudad{San pham: dung dich pha tiém Simpla Ah 03499-13 = = National Institute
P Autonoma de O & |&  |of Drug INAME)
Buenos  Aires, o -

Argentina




GlaxoSmithKI
ine biologicals

GlaxoSmithKiline

* Thuoc vo trung:

. i + A “A \ ,{.: . R <t
NL der|Biologicals , Thuczc tiét trung cudi: dung dich thé| DE_SN 0 o = .
. . . tich nho. = Q N Co quan tham
50 SmithKline Zirkusstrabe 40, L L x o , |9 1 GMP 2| < S o
* Thuoc sinh hoc: thudc mién dich (San| 5 = = quyén Dtrc
Beecham 01069  Dresden,| . £ ! 012_0036| < S
xuat vacccin influenca bat hoat.) ~N —
Pharma GmbH|Saxony, Germany
& Co.KG
Unit-VI, Village:
Bhatolikalan,
Adjoining
Jharmajri, E.P.L.P,|* Thubc vo tring: National
India + Thudc san xut vo tring: bot pha tiém| o < |9 i
Nectar . . S b S Authority of
e Post office:[chtra cephalosporin F134/01/2 N N -
51 Lifesciences . B A R A , Q o = Medicines  and
. Barotiwala, * Thuoc khong vo tring: vién nang ctmg;| = 014 d o
Limited - o , N ] O SN Health Products,
Tehsil: Nalagarli,|vién nén (chtra Cephalosporin); bot pha — — LP. Porrtugal
District:  Solan,|hdn dich uéng (chira cephalosporin). o g
Himachal,
Pradesh-173205,
India
* Thubc v tring: dung dich thubc tiém
(san xuat vo tring va tiét trung cudi). Ministry of
Ta Fon 11, An-Tou Lane,|* Thubc khong vo trung: dung dich; % < © Health and
"9lven-ping Li,|thubc m&, thubc kem; vién nén bao phim;| © S |&  |Welfare,
52 Pharmaceutica . i . Lz LA | h 0703 N P~ .
| Co.. Ltd Changhua  City,|[vién nén; thudc com; thudc bot; vién S = o Republic of
N Taiwan, ROC nang; thudc dan. o © 3 China (FDA
* Dugc chat chira hormon san xuét thude Taiwan)

v0 trung.




Pharbil ~ Pharma
. gmbH a DE_NW_ ™ o
Pharbil . A URAC A S P S )
53 Phaarma Reichenberger * Thuoc khong vo trung: vién nang cting; 5 02_GMP_| & N Co quan tham
GmbH Strabe 43, 33605|vién nén dat truc trang; vién nén. S 2013_000 g E‘ quyén Duc
Bieletefeld, L 2 < |3
Germany
Contract Unit 1 & 21, 38 o © .
manufacturing (Elizabeth  Street,|, ,.. N , |2 MI-2013- = p Therapeutic
. . Vién nang mém (chura duoc li¢u; vitamin,[ O N N Goods
54 & Packaging|Wetherill Park| | . \ . ~ h L1-09453- q S e
. chat khoang va dinh dudng) =2 S o Administration,
Services  pty|NSW 2164, S 1 = > .
o N o Australia

Ltd

Australia




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

Dot 20
R B >_ R ; >_ 0 QUAN INTTUITVI 1T IIUUTCT
NHA MAY . , . 5 = UGIAY < = |C £ -
STT | .4 = |PIA CHI PHAM VI CHUNG NHAN &3 . |
CONGBO | - - 0 wdcn S |2E |cAp NHOM INHOM
24 avenue
% x o N n . ™ 9 French Agency
Laboratories | cO"9% Thuo‘c khofl g VO frung: vIEn nang eung; oy | pypr/rRyq S |& |for Medicines and
1 Pompidou, 15004 [dang bao ché ran khac. = N
Lyocentre . . , . GMP |58/2013 iy - Health products
Aurillac Cedex, |* Thuoc sinh hoc chira Lactobacillus. o0 >
— S Safety (ANSM)
France
. O - ©
Bausch & . San b ham: Advanced E ye Relief Dry Eye 12-0171- = b United States
Greenville, SC|Environmental Lubricant Eye Drops|US- N N
2 Lomb ) 2014-03- = S Food and Drug|x
Incorporated 29615, USA (Sterile) GMP VN 3 S Administration
P Tén tai Viét Nam: Computer Eye Drops N J
< 3+ .
3 Eg;’:g h & Greenville,  SC|San phdm: Opcon-A Antihistamine and|US- ;él(zllz)i = % E:;Ejed and S;tjs y
29615, USA Redness Reliever Eye Drops (Sterile) GMP < i3 - . g
Incorporated VN N ¥ |Administration
* Thube v6 trung;
+ Thudc san xuat vo tring: dang bao ché ® 9
. t:goratories é?imﬁheloi%??ﬁ bén rén, EU- [2013/694 | & |& |irish  Medicines
’ * Thudc khong vo trung: thudc dung|{GMP |2/M46 = |8 |Board
Ltd 12, Ireland . ) s Lovan L > =
ngoai dang long; dang bao ché ban ran; N N
thudc thu thai & tir cung.
_ X ~ , T ™ © -
Catalent 217-221 Goverrllor Thudc k.hong chura pgmcﬂhr:, MI-2012- = = Therapeutic
5 Australia Pt Road,  Braeside|cephalosporin, hormon, steroid, chat|PIC/S- Lozea7-| &[S Goods
Ltd Yivic 3195,|chdng ung thu: vién nang mém; dang bao|GMP 3 S [S  |Administration,
Australia ché ran phan lidu. = | |Australia
* Thubc khoéng vO tring: thudc dung
- _|ngoai dang long; thudc udng dang long ™ 9
7 Sofar S.P.A ;/(;365"(3”;223;0 (chtra hormon corticosteroid); dang bao|EU- IT/75- § 8 Italian Medicines
T ché rén khac (thubc bot, thuéc cébm,|GMP |[2/H/2013 | & |8  |Agency AIFA
Rosa (MI), Italy 2 . £ .. X S P
thuoc ngam); thuoc phun mu; dang bao N N

ché ban ran; vién nén.




Tarchominskie

* Thuoc vo trung:

+ A 5 A A N . . A ©
g:ﬁ;a:gaw S 2. A Fleminga : £h$;C san xuat vO0 trung: dung dich thé L. GIE-IW-N g = Main
8 YCZ Nsir, 03-176|, 1 M . . 4022/298/| & |§  |Pharmaceutical |x
ne Polfa * Thuoc sinh hoc: thudc cong nghé sinh|GMP N o
Spolka Warsaw, Poland hoc. 13 N S Inspector, Poland
Akcyjna (thudc Insulin)
Tarchominskie
, (o]
ﬁ:'r‘r:f:cyeut o, |2 A Flemingal* Thude vo tring; U [FWN 2 |E Main
9 e "PZI o Str., 03-176|+ Thudc san xuat vo tring: dang bao ché M 40221299 § |5 Pharmaceutical  [x
Warsaw, Poland  |ran. 13 ~ g Inspector, Poland
Spolka ~ N
Akcyjna
Plot No 72, EPIP, State
Phase-| , - o Administration of
Zeiss D . |* Thudc vo trung: 065/2013/| < P Ukraine on
. |Jharmajri, Baddi, L iAo o o |EU- < |9 .
11 Pharmaceutica | _. + Thudc san xuat vO trung: thudc cay SAUMP/ = N Medicinal
Distt, Solan,| ., | 2 . GMP @ o
Is Pvt Ltd : ghép va dang ran (cephalosporin) GMP S p= Products
Himachal ™
' |(SAUMP) -
Pradesh, India .
Ukraine
* Thudc vo trung:
+ Thubc tiét tring cudi: thudc ciy ghép
. va dang ran (chia chat cd hoat tinh . 9 -
Pansiontie. 47, onY: thuée tai tir cung (matrix) (chia|EU-  |1661/120| & |§  |Tnnish
12 Bayer Oy Turku, 20210, .. , , N N Medicines X
Finland chat c6 hoat tinh hormon). GMP [1.09/2013 i o Agency (FIMEA)
* Thudc khong v triing: vién nang cimg; R P gency

vien nén (chira chiat c6 hoat tinh
hormon).




C/Francisco
Alonso no 7,

* Thubc v trung;
+ Thuoc tiét trung cudi: dung dich thé

Policono tich 10n; dung dich thé tich nho. ™ |9 |[Spanish Agency
. gon * Thudc khong vo tring: vién nang mém;|EU-  [ES/094HI| & |& |of Drugs ang
13 Berlimed, S.A |Industrial ~ Santa|, . . - \ X . = Ire) X
Rosa  Alcala de thuoc dung ngoai dang long (bao gom ca|GMP  |/13 g o Health Products
’ hormone va chit c¢6 hoat tinh hormone); = |8 |(AEMPS)
Henares 28806, : X A Z
. . thuoc uong dang long (bao gom ca thuoc
(Madrid), Spain . A
hudng than).
™
Via Cacciamali s . -
. as 1z - EU- |CPP/2013| & Italian Medicines
14 MitimS.R.L (34 36' 38 -1?5128 San pham: Ceftazidim Stragen 2g GMP 11065 = Agency AIFA
Brescia - Italia N
—i
™
Via Cacciamali S . -
" les 12 : EU- |CPP/2013| & Italian Medicines
15 Mitim S.R.L |34 36_ 38 -12_5128 San pham: Ceftriaxon Stragen 2g GMP /1098 = Agency AIFA
Brescia - Italia =
N
* Thubc vo trung;
+ Thubc san xuat vo tring: thudc dong
kho; dung dich thé tich nho.
+ Thudc tiét tring cudi: dung dich thé ©
Merck —Sharply 1enstraat 110, |tich nho; thudc cay ghép va dang ran. S |2 [Health care
& Dohme B.V £ A A ., |EU- NL/H N N .
16 A . ..|5342 CC OSS.[* Thuoc khdng v6 trung: vién nén (chua g S inspectorate, The|x
Tén phap ly: YA . |GMP  [13/0069 o =
NV Organon The Netherlands |hormon va chat cd hoat tinh hormon); S F Netherlands
V- 2rg vong dat am dao. e
* Thude sinh hoc: thudc c¢6ng nghé sinh
hoc; thudc c6 ngudn goc tir ngudi va
dong vat.
Waarderweg 39 ™ «©
Merck  Sharp|2031 BN[* Thudc khdng vo trung: dang bao ché|EU-  [NL/H g |g |Healh care
17 . q P inspectorate, The[X
& Dohme B.V |[HAARLEM  The(ran khac; vién nén. GMP |13/0024 3 o '
re) P Netherlands
Netherlands - N




Estrada do Rio da

* Thuoc vo trung:

. + Thudc san xudt vo tring: dung dich thé National
Hikma = 1Mo, n8, 8-a, 8B\ o hude dong kho: dung dich thé Fooos/sy| Q|2 |Authority  of
18 Farmaceutica |Fervenca, tich nho; thudc dang rin; thudc bot EU- H/AF/001 q % Medicines  and
(Portugal), Terrugem  SNT, . GMP 3 o
SA 2705-906. (cephallosp(')rm).\ N . 7 /2013 N E Health Products,
Portugal + Thuoc tié€t trung cﬂu61: dung dich thé I.P, Porrtugal
tich 16m; dung dich thé tich nho.
sC Str. Panselelor nr. ’ o g National Agency
19 E.ur.opharm 2, Brasov, Jud. *_Thuéc khong yf) trQng: vién nang ctng;|EU- 024/2012/ g '%1 for Medicines_ and
SA Brasov, cod|vién nén bao phim; vién nén. GMP |RO g S Medical Devices
' 500419, Romania N K  |Romania
Factory La Plata:|Thuéc khong chira khang sinh beta
St 4 No 1429 (Zip|lactam; chit kim té bao; hormon: vién
code B1904CIA),|nén; vién bao; thuc cdm; thude bot pha
of the City of La|lhdn dich udng; thubc bot; dung dich
Plata, Province of{thudc tiém, thuéc dong khd; thude bot vo
Buenos Aires,|trung; dung dich khéng vé trung; dang
Argentina bao ché ban rin.
National
< o Administration of
20 Laboratorios [Factory La Rioja: PIC/S- ggéisgm g 8 Drugs, Food and
Bago S.A St. Ciuda de GMP |, S |S  [Medical Decives,
Necochea N~ [& |Argentina
between St. Ciuda (ANMAT)

de Mar del Plata
and Av. Matienzo;
Industrial Park of
Province of La
Rioja (Zip code
F5302CTA),
Argentina

Thude chtra khang sinh beta lactam: vién
nén; vién bao; thudc bot pha hon dich
ubng; thude bot pha tiém.




893-5, Hajeo-ri,
. Paltan-myeon, o~ !
Hanmi Hwaseong-si, San pham: vién nén bao phim|EU- AET/2609 § & [Co quan thim
21 Pharmaceutica A . 12/6GMP- S S N
| Co. Ltd Gyeonggi-do, Clopidogrel 75mg GMP HAN 2 o quyén Bt
5 South Korea 445 S
913
Hanmin  Pharm
Co., Ltd
114,
- * An vd o ©
Hanmi Chupalsandan-ro, Thu(ic v? tmng' o DE RP 0 ™ = .
. |Paengseong-eup, |+ Thudc san xuat vO trung: thuoc bot pha|EU- N N Co quan tham
22 Pharmaceutica ) o b i A 1 GMP 2| =X B A,
| Co.. Lid 451-805 dung dich tiém hoac tiém truyén|GMP 013 0010 g o quyéen DPirc
B Pyeongtaek-si, Ceftriaxon (0,5g; 19) - N 3
gyeonggi-do,
Republic of
Korea
Avda.
Miralcampo,  7,|* Thudc khdng vé tring: vién nang ctng
Pol. Ind.|(bao gdm ca thubc chtra hormon hoic ™ |9 |[Spanish Agency
93 Laboratorios |Miralcampo, chat c6 hoat tinh hormon); thubc bot;|EU- ES/105H N 8 of Drugs ang
Liconsa, S.A [Azuqueca de|dang bao ché bén ran; vién nén (bao gom|GMP  [VI/13 g S [Health Products
Henares  19200|ca thudc hudng tdm than); vién bao (bao = & |(AEMPS)
(Guadalajara), gdm ca thuc hudng tim than).
Spain
4285 North
\é\gej:gz:?d Rock UK GMP United Kingdom's
’ y IS L L i 21672 N Lo Medicines  and
. Mount, 27804,[*Thudoc vO trung: Thudc san xuat ti¢t = o
Hospira . . e . POV EU- Insp GMP| & N Healthcare
24 . United States/|trung cuoi: Dung dich thé tich 16n; Dung q S
Incorporation | . . 2, ) GMP |21672/68 & o products
Highway 301(dich thé tich nho. ~ =
North Rock 65186- — o Regulatory
y 0001 Agency
Mount, 27804,

United States




* Thubc khong vo tring: vién nang cing

21 rue du XX . o ® 9 French  Agency
o5 |sophartex  |PTESSOir. 28500 1(1%61110 g(;);ll Cigﬁuécd:?luab%zmccﬁgI?gl’qtiﬁzg EU- |[HPF/FRIL| & |&  [for Medicines and
P Vernouillet, (baoggé}ngcé th%l’éc‘clira oenicillin); vien|SMP [99/2013 o |8  |Health products
’ ™ ©
France nén (bao gdm ca thudc chira penicillin). N i Safety (ANSM)
* Thubc v trung;
RUe paullt Thudc san xuét vo trung: dung dich thé ~ |©  |French Agency
s 5 —
26 Delpharm Langevin, 37170 t:d%}r:h?' Gt tring cudic dung dich he|EY- |HPF/FR/ § &  [for Medicines and
Tours Chambray Les tich nl;?sc ¢ g cuot: g dich the GMP |38/2012 E S Health  products
r. r H m
Tours, France * Thuoc khdng vO trung: thudc dung e Safety (ANSM)
ngoai dang 16ng; thudc udng dang long.
Utsunomiya -
Plant of(16-3, Kiyohara ™ ) Ministry of
Chugai Kogyodanchi : : Japan- S Q Health,  Labour
27 Pharma Utsunomiva ’ it San pham: Tocilizumab (Gen tai td hop) GMP 5052 > > and Welfare|x
. omty Y, @ |2 |government  of
manufacturing [Tochigi, Japan — — Japan
Co., Ltd P
San pham: Cletus
( Co s6 san xuat ban thanh pham: N o
Valpharma Via G. Morgani, 2(Valpharma International S.P.A - Via G. b= S . -
28 |International |-47864 Pennabilli|Morgani, 2 -47864 Pennabilli (RN), Italy. E;%\J/lp 222/22012 S ga';f]'; 'ng:'”es
S.P.A (RN), ltaly * Co s& dong goi: Special Product's Line = S gency
o

S.P.A - Via Campobello, 15 - 00040
Pomezia (RM), Italy)




* Thubc chira khang sinh beta lactam:

Terrero vién nén; vién bao; thubc bot pha hon National
1251/53/59, Luis|dich. o Administration of
. Viale 1848 y Tres|* Thudc khdng chira khang sinh 20132014 = |2
Laboratorios ) o , Zotae oz s |PIC/S- N N Drugs, Food and
29 . arroyos 1829 (Zip|betalactam, khdong chura chat kim té bao, 000089 g 3 . .
Richet SA 2 \ ;. |GMP d o Medical Decives,
code 1416), of the|lhormone: thudc dang long; thuoc bot; 14 0 > Argentina
City of Buenos|thudc tiém dong kho.. o ( AﬁIM AT)
Aires, Argentina [* Thudc chta khang sinh betalactam:
thube bot pha tiém; hon dich pha tiém.
. O ; ©
Bausch & . San pham: Advanced Eye Relief Dry Eye 12:0171- | = |2 |united  States
Greenville, SC|Rejuvenation Lubricant Eye Drops|US- N N
30 Lomb . 2014-02- g S Food and Drug|x
Incorporated 29615, USA (Sterile) GMP VN S = Administration
P Tén tai Viét Nam: Moisture Eye Drops N J
* Thubc vo trung;
+ Thubc san xuat vo tring: thudc dang
long thé tich nho (thubc nho mit) (bao
gdm ca hormon va chit c6 hoat tinh ~ Ministry of
- . A A z M A - [Te)
Alcon  Cusi. Camil Fabra, 58, hormon),éde_mg baoA Che" ban ran (t\hu(,)c EU- NCE/1232] S = Health of
31 08320 ElI Masnou|md tra mat) (bao gom ca hormon va céc S N X
SA . L. . _ + z |GMP |/001/CAT — S Government  of
(Barcelona), Spain|chat cO hoat tinh hormon); thuoc cay F = . .
- Catalonia - Spain

ghép dang ran (dang thudc bot).

* Thubc khong vO trung: thudc dung
trong dang 16ng (thudc xit mii, dung dich
nho tai).




* Thudc vO tring: Thudc san xuat vo
trung: dang bao ché ban rin (thubc tra
mat) (khang sinh c¢6 d6 nhay cam cao);
thudc dang 106ng thé tich nho (dung dich,

—_— L4 |80 dich) (thude nho mit, thude nho tai) ®» |o ie'fr:i” FEde]fg:
Alcon (|RHRSWeg '|(khéng sinh ¢6 d6 nhay cém cao). EU- [BER013/| R |8 gency
32 Puurs, B-2870,  ens Z. z \ B S Medicines  and|x
Couvreur NV . + Thuoc tiét trung cudi: thuoc dang long|GMP  |006 o o
Belgium - \ X . L £ i = ) Heallth Products
thé tich nho (thuéc nhé mat, thuoc nho — o
(i) (AFMPS)
* Thudc khong vo tring: dang bao ché
ban ran (thuéc md tra mat) (khang sinh
c6 do nhay cam cao).
National
L aboratorio Sanabria No 2353 ; ™ S Administration of
Ciuda Autonoma|San pham: dung dich tiém Pronivel 4000|PIC/S- O Q Drugs, Food and
33 Elea . 06354-13 q S . .
SACLEVA de Buenos Aires,|UI GMP N (= Medical Decives,
ALLEYA ) Argentina @ |8  |Argentina
(ANMAT)
* Thudc vo trung:
+ Thudc san xudt vo tring: thude bot pha
tiem; thudc bot dong kho pha tiém; thudc
China tiém. Ministry of
- r r 14 #
Chemical & 182-1, Kqu Tzel, Thuoc tiét trung cudi: thudc tiém. = 3 Health and
. |kou, Hsinfong, j R AN . |PIC/S- N N
34 Pharmaceutica |, , . . * Thudc khdng vo trung: thudc dang long 0807 q S Welfare,
Hsinchu Taiwan, : Loix o ) GMP o — .
I Co., Ltd. RO.C (dung dich thudc; hon dich thuoc); dang ) > Republic of
U —i

Hsinfong Plant

bao ché ban rin (thubc kem, thudc md);
dang bao ché rin (vién nén bao duong;
vién nén bao phim; vién nén; thudc bot;
thudc cdm; vién nang; thudc dan.

China (Taiwan)




West Pharma -

Portuguese

Rua Joao de Deus, ) National
Producoes de , 2 - , . — .

35 Especialidates n. 11, 2700-486,[San pham: vién nang ctrng Gabapentina|EU- 1977/CM/| & Authority of X
FaFr)rmaceutica Amadora, Gabamox 300mg (Gabapentin 300mg) [GMP 2013 § Medicines  and
< SA Portugal ~ Health Products,

t IP (INFARMED)
. San pham: Vién nang cung Broncho- < © Swiss Agency for
36 OM  Pharma iznrufzil; II?/IOeISridnu Vaxom Adult; Vién nang cung Broncho-|PIC/S- 14-395 § 8 Therapeutic X
SA N Y. \\/axom Children; vién nang cimg Uro-|GMP ® |9 |Products
Switzerland = > . .
Vaxom ~N (Swissmedic)
- © French National
ZL du Clairay,|* Thuég v0 tring: o eu.  keRERR § § Agency for
37 Panpharma 35133, Luitre,[+ Thudc san xuat vO trung: thudc cay GMP  |25/2013 N = Medicines  and|x
France ghép va dang ran (chira beta lactam). S g Health  Products
|7 |safety (ANSM)
Plot No 255/1, United Kingdom's
Ioca Village Athal, l1J7K54§MP . ) Medicines  and
P . Silvassa,  Dadra|* Thudc khdng vé triing: vién nang cimg;|EU- S N Healthcare
38 Laboratories N Insp GMP| & S
Limited and Nagar Haveli|vién nén. GMP 17549/80 S o products
(U.T), In-396230, 140003 ® |&  |Regulatory
India Agency
Plot No 21-22, State
Alembic Phase-|, 0122012/ S |2 |Administration of
. |Jharmajri, Baddi,|* Thudc khdéng vé trung: thudc ubng|EU- S |8 :
39 Pharmaceutica | . , ol SAUMP/ X P Ukraine on
L Dist. Solan,|dang 16ng; vién nén. GMP w o ..
Is Limited . GMP ) = Medicinal
Himachal Pradesh B —
Products

- 173205, India




Mitsubishi 7473-2 Ooaza N Ministry of
Tanabe ' , 2 - P Health, Labour
Onoda, San pham: vién nang Herbesser CD 100,|Japan- N
40 Pharma 3701 o and Welfare|x
SanyoOnoda, Herbesser R100. GMP N
Factory  Ltd, vamaauchi Japan = government  of
Onoda Plant gucnt, Jap Japan
Mitsubishi 7473-2. Ooaza N Ministry of
Tanabe . 2 - P Health,  Labour
Onoda, San pham: vién nang Herbesser CD 200,|Japan- <
41 Pharma 3702 o and Welfare|x
SanyoOnoda, Herbesser R200. GMP N
Factory  Ltd, vamaauchi. Japan 3 government  of
Onoda Plant gucht, Jap Japan
* Thudc vo trung:
+ Thudc san xudt vo tring: dung dich thé v |w
. , . . . e —
42 Bristol Myers (I_:c;(r:ésoFontangg)é)lezl Eg:‘ nho (corticosteroid hormon); thuoe EU- IT/50- § g Italian Medicines
: - ot. ) N S
Squibb S.R.L Anagni (FR), Italy |+ Thuoc tiét trung cudi: dung dich thé GMP|1/H/2013 § ,% Agency AIFA
tich nho. -
* Thudc khong vo tring: vién nén.
106-107, HSIDC State
i , N To)
. Industrial - Estate, , Thuoc khong vo trung: vién nang cig; 051/2012/| & b Administration of
Synmedic Sector-31 N o . A S . N N .
43 . . ' dang bao ché ran; dang bao ché ban ran; SAUMP/ PN = Ukraine on
Laboratories |Faridabad- o GMP — o ..
Vién nén. GMP > = Medicinal
121003, Haryana, — o~
India Products
Omeaa 10 850 Hamon, ™ S Health Products
44 Labogratories Montreal, Quebec,[San pham: Pamidronate Disodium 9.0{Canada- 53914 S |8 and Food Branch
Ltd Canada, H3M|[mg/ml, dung dich tiém GMP § g Inspectorate,
3A2 < |3 |[Canada
* Ac vd friino-
Via . Provinciale +¥1111u<2¢ Vgntrunégt- v tring: dung dich thé N 2
15 |Kedrion SPA (loc. Bolognana) -| . Ig)nc_ ih ?udA khﬁq.dungd"ch th? EU-  [IT/41- S |8  |ltalian Medicines
7 (55027 Gallicano| uoe dong Kno, aung dich e\ vip  12/H/2014 S |8 |Agency AIFA
(LU), Italia ' ~ (8

* Thuoc sinh hoc: san pham tir mau.




10 rue du Chenot,|* Thudc vo tring: N 9 French  Agency
16 |panpharma  |Farc d/Activite dul+ Thude san xuat vo tring: thude cay|EU-  |HPF/FR/2 & |&  [for Medicines and
P Chenot,  56380|ghép va dang rin (chta khang sinh non|GMP |26/2013 o |[S  [Health products
Beignon, France |betalactam, chit c¢6 hoat tinh hormon). = 3 Safety (ANSM)
Lilly  Coporate|* Thubc vé trung: ~ o .
A Center, + Thudc san xuét vo tring: thudc dong = b= French  National
Eli Lilly and| .. . . . 2, \ EU G |UMC/PT/ N N Drug and Health
47 Indianapolis, kho; dung dich thé tich nho. S & X
Company ) L. oA . ., |MP 9/2012 — o Products  Safety
Indiana,  46285,|* Thuoc sinh hoc: Thudc cong nghé sinh S > Agency (ANSM)
USA. hoc. ~ T
Reckitt 65 Moo 12, UK GMP United Kingdom's
Benckiser Lardkrabang- 20689 ™ 9 Medicines  and
48 Healthcare  |Bangplee Road,|* Thudc khéng vo trung: thudc udng|EU- T &  [Healthcare
Manufacturing |Bangplee, dang long; vién ngdm. GMP 206?89 13 g 5 products
(Thailand) Samutprakarn, Th 803-0005 ™ = Regulatory
Limited 10540, Thailand Agency
* Thudc vO tring: Thubc tiém co tiét
tring cudbi va thude tiém khong tiét tring
No. 6-20. Tuku. cuoi; b:c)t d.ong khé pha tiém; thuoc tiém
Standard Tuku Village dang hon dich. = = Taiwan Food
Chem. &l "898 Thuée khong vé tring: Dung dich|PIC/S < | .
49 Sinying  District,| . A . A 0876 N N and Drug Admini
Pharm.  Co,, Tainan Cit thuoc; Vién nén, vién bao phim, vién bao|GMP o o stration (TFDA)
Ltd. y duong, vién nang cing, thudc bot, thudce N 3

73055, Taiwan

cém.
* Nguyén liéu lam thudc tiém/thudc vo
trung nhdm Cephalosrin




Hungarian

gleg'toszeri ar < <« National Institute
i y g)I/(ft P Ady Endre u. 1.,|* Thudc khong vé tring: Vién nang cimg, EU- OGY1/55 p= é' for Quality- and
50 | \edito ' Pilisborosjeno,  |vién nén, thudc bot, thudc cdm P e S |§  [|Organizational  [x
P 2097, Hungary 13/2010 o) E', Development in
Pharmaceutica i ™
I Ltd Healthcare  and
' Medicines
* Thubc vo trang khong tiét tring cudi:
Dung dich thé tich nho chira hoat chat
kim té bao (cytostatic);
Genepharm  |18th km|* Thudc v tring c6 tiét tring cudi: Dung @ |o  [National
e |AE /|Marathonos Ave,|dich thé tich nho chtra hoat chat kim té|EU-  |66298/30-| & |S  |Organization for
Genepharm  |Pallini Attiki, [bao (cytostatic); GMP [8-2013 g % Medicines,
SA 15351, Greece * Thudc khdng vo trang: Vién nén va ™ N Greece
vién nang ctmg chtra hoat chat kim té bao
(cytostatic), thudc ubng dang long; dang
bao ché rin khac.
Plot No 42
i = . State
< ~
MSN Anrich - Industrial A . A s A 014/2014/| 3 b Administration of
. Estate, Bollaram,|Thuoc khéng v6 trung: Vién neén, vién|EU- N N .
52 Laboratories N , SAUMP/ I~ S Ukraine on
Private Ltd Medak District -|nang cling GMP GMP o o Medicinal
502 325, Andhra N |S Products
Pradesh, India
* Thube khong vo tring: Vién dat chua - o French National
. A z e —
Unither Zone Industrielle{hormone ha}yA/ hqp cl}at ,co hoat tlrzh EU- HPE/FR/1 § S Ager_lcy for
53 Industries le Malcourlet,|hormone, Vién nén va Cac dang thuoc GMP  100/2013 5 = Medicines  and|X
03800 GANNAT |rdn phan liéu khac; E S Health Products
—

* Thudc tir duoc liéu.

Safety (ANSM)




* Thude vO tring c6 tiét tring cudi: Dung

Oraanon Drvnam Road dich thé tich nhé chira chat ¢ hoat tinh ] Q
- (Irgland) Sw{)rds co. [ormone; EU- [2013/713| & |& [lrish Medicines
L ! "|* Thudc khdng vo tring: Vién nén chira|GMP  |4/M61 S |S  |Board (IMB)
Limited Dublin, Ireland L. . ] , S =
chat cd hoat tinh hormone; Kem chtra — —
chétcéhoatﬁnhhonnone
Portuguese
\F{\:gtsjtusg]:srm?je Rua Jodo de Deus, S Q National
5 |Especialidades | 111 Amadora, Thudc khdng vé tring: Vién nén, vién|EU-  [F030/001/| & |&  |Authority of
Fafmacéuticas 2700-486, nang ctng, thudc bot, thude cém. GMP (2014 § g Medicines  and
S A '|Portugal SN |2 |Health Products,
i IP (INFARMED)
G. Ardoz de
i r r ’ LO i
Lamadrid 1383/85),) |\ ich thuée tiém, Thude nho mit, 20 13214 I |2 |Aveentna
(Zip Code ISV 2 J . _|PIC/S o N National Institute
56 Gemepe S.A Thuoc ban ran vd khuan va Thudc nudc 000273- N S
C1267AFD), khong chira khang sinh Betalactam GMP 14 S S of Drug (INAME)
Buenos  Aires, £ £ @ |8 |-ANMAT
Argentina
UK GMP United
Kingdom's
i 35139 -
Incepta Dewan Idris Road o |9 |Medicines and
__|Bara Rangamala|.. : A . .. L Insp = |3
Pharmaceutica | . Thuoc khéng vO tring: Vién nén, vién|EU- S C\l Healthcare
57 . Zirabo Savar , GMP = S
Is Limited - nang cung. GMP @ o Products
Zirabo Plant Dhaka 35139/90 S g Reaqul
Bangladesh 3504 - e egulatory
0002 Agency

(MHRA)




Afordable 11555 Monarch
Quality Street, Suite B, X
Pharmaceutica [Garden Grove, the State of
Is CA 92841-USA California

Department  of
San xuat thudc (thube bot pha tiém). gsl\‘/-IP 39858 Public Health of

27/01/2014
27/01/2015

(*: Theo quy dinh phan nhdm thudc tai diéu 3 Thong tu s6 36/2013/TTLT-BYT-BTC ngay 11/11/2013 cua lién Bo Y té - Bo Tai chinh stra doi,
bd sung mot s diéu cua Thong tur lién tich s6 01/2012/TTLT-BYT-BTC ngay 19/01/2012 cia lién BO Y té - Bo Tai chinh huéng dan dau thau




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

Dot 21
z &l . - NHOM THUOC
NHA MAY , , ] S GI|GIAY | 2 & |z £|CO QUAN| . )
STT A -~ [DIA CHI PHAM VI CHUNG NHAN ot e
CONGBO | - - 3 9|CN S |2 g|cAp NHOMINHOM
> ﬁ = 1 2
34 North|, X LhARA UA teiinme i A ™ ©
Xian-Janssen |Wanshou Road, T?uoc‘khong VO ”””9'?’ N nang euis; s |8 Federal Agency
. . :|thudc dung ngoai dang long, thudc uong|EU- BE/2013/ N (\l .
1 Pharmaceutica | Xian, Shaanxi dane 1one. thude dan. vien nén. thuselaMp 060 PN S for Medicines and X
| Ltd. Province, 710043, bétg & T ' g S'. Health Products
China o i i
* Thubc vo trung;
+ Thubc san xuat vO tring: thudc dong
kho (chit doc té bao/ chat kim té bao);
dung dich thé tich nho (chat doc té bao/
Via Appia|chat kim té bao). v |
X A N A, . A —
BSP . Km.655_61 + Thuo? tl@tgtrqu C?OIZ dungidgc‘h thf EU- IT/218- § N Italian Medicines
2 Pharmaceutica [(loc.Latina Scalo)-[tich nho (chat doc té bao/ chat kim té aMP  |5/H/2013 ~ 5 Agency AIEA
IsS.R.L 04013 Latina,|bao). g 8 gency
Italia * Thube khong vo tring: vién nang cimg <
(chat doc té bao/ chat kim té bao); vién
nén (chat doc té bao/ chat kim té bao).
* Thudc sinh hoc: DNA/ Protein tai to
hop
Jubilant 16751  Route Q|2 g?:da:é?sn Hei'rfﬂ
Hollisterstier |Transcanadienne, |San pham: dung dich thudc tiém|Canada- S K
3 . . . 48616 N > Food Branch|x
General Kirkland QueBec,|Duratocin (Carbetocin 100 pG/ml) GMP o o Inspectorate
; ™ o™
Partnership Canada H9H 4J4 o (HPEBI)




Herderstrale 2

* Thuoc vo trung:

und  Molkerei-|+ Thudc san xuat vo trang: dung dich thé ® |9
Wasserburger | er-Strate 18-,|tich 16m; thudc dong kho; dung dich thé|EU- DEBY 0l = 18 o quan  thim
arzneimittelwe , . 4 MIA 2 S S N
rk GmbH 83512 tich nho; GMP 013 0042 < = quyén DPuc
Wasserburg, + Thubc tiét tring cudi: dung dich thé - b B PN
Germany tich 16n; dung dich thé tich nho.
* Thubc v trung;
+ Thudc san xuét vo tring: thudc déng
CSL Behring|kho; dung dich thé tich nho;
GmBH + Thubc tiét tring cudi: dung dich thé bE HE ol @ |32
CSL  Behring|Emil-von-Behring-tich 16n; dung dich thé tich nho. EU- 1 GMP 2 N 8 Co quan tham
GmbH Strabe 76, 35041|* Thudc sinh hoc: thuc mién dich; thudc|GMP 013 0018 g S |quyén Buc
Marburg, Hesse,|cong nghé sinh hoc; thube c6 ngudn goc - SO
Germany tr nguoi hoac dong vat; protein
(streptase).
* Human-thrombin fibrinogen
* Thudc vo tring:
CsL Behring + Thuoc san xuat vO trung: thuoc dong
GmbH Kho
* 4 : . A A \ A1 o)
_ |Gorzhauser Hof 1. "lzhuocA sinh h(_ic. _che pham tuimau,, DE_HE 0 ™ 4 .
CSL Behring thuéc cong ngh¢ sinh hoc, thuoc CcO|EU- N N Co quan tham
35041  Marburg XA 1 e an . 1 GMP 2| < S N
GmbH . nguon goc tur ngudi hoac dong vat (C-1{GMP o o quyén DPuc
(Stadtteil Lo ) i . 013_0017 te) =
Michelbach) inactivator;  prothrombim  complex; N o
' clotting factor VIII; clotting factor XIlII;
Germany o
fibrinogen).
* Human-thrombin fibrinogen
Plot No 42,
MSN Anrich — Industrial o1a2014/| S |32 ,itj:ginistration of
. Estate, Bollaram,|* Thudc khdng vé triing: vién nang cimng;|PIC/S- N Q .
Laboratories . i SAUMP/ X P Ukraine on
Private Ltd Medak District -|vién nén GMP GMP g o Medicinal
" [502 325, Andhra ~ S
Products

Pradesh, India




San pham: Thudc tiém Lucrin PDS Depot
3,75mg, Lucrin PDS Depot 11,25 mg

Takeda 17-85, . Co s& san xuat: Takeda Pharmaceuticals < 9 Ministry of
. [Jusohonmachi 2 - . = o Health,  Labour
Pharmaceutica Company Limited Japan - N N
8 chome, Yodogawa; e, . 4211 o = and Welfare|x
Is  Company ki Osaka 532- Co so dong goi: Abbott LaboratoriesfGMP g S overnment  of
Limited 8686 Jaan S.A., Avda. De Burgos, 91, Madrid - |3 ?a an
P 28050, Tay Ban Nha P
Pfizer
Manufacturing
Pfizer Deutschland ™ ©
. £ . R Lz DE_BY 0| & S 2
9 Manufacturing [GmbH Thuoc khéng vo trung: thuoc uong dang|EU- 4 6Mmp 2| € N Co quan tham X
Deutschland  |Heinrich-Mack-  |long. GMP |72 0156 o |S  |quyénDbic
GmbH Strasse 35, 89257 - I |9
Illertissen,
Germany
Pfizer
Manufacturing * Thube khong vo tring: vién nang cing
Pfizer Deutschland (chtra nguyén liéu doc tinh; chét c6 hoat - ©
. . A A 2L — -
Manufacturing GmbH tinh cao )’;thuoc, uong dang lon%, d?ng eu- [PEBY O S 18 eo quan thim
10 Betriebsstatte bao ché ran khac (vién bao, thuoc com, 1 GMP 2| S = A s X
Deutschland i , SR ;. -|GMP - o quyén Bt
GmbH Freiburg, pellet chira nguyén li¢u ddc tinh; chat cé 013_0141 T =
Mooswaldallee 1|hoat tinh cao); vién nén (chura nguyén N -
79090  Freiburg,|liéu doc tinh; chat ¢ hoat tinh cao).

Germany




c/. Joan Buscalla,

* Thubc v trung;
+ Thuoc san xuat vO trung: thudc tiém
thé tich nho (thube dong kho).

+ A “ A < ,(.. A N R < . .
Ferrer 1.9, 08173 Sant|” Thuqc tiét trung cudi: thuoc tiém the = 5 Ministry of
12 Internacional, [Cugat Del Valles tich nho. EU- NCF/1408 & |< Health Ofx
’ g 2>|* Thude khdng vo tring: vién nang ctng;|GMP  |/00L/CAT| & S Government  of
SA (Barcelona), Tay| .. . .. R — I . .
Ban Nha vién nén; vién nen bag phlm,,wen nen N ™ Catalonia - Spain
giai phong kéo dai; thudc bot uong; thuode
udng dang long; thubc dung ngodi dang
long; dang bao ché ban rén, thudc dan.
Portuguese
\F/)\:g(sjtuclzr::rm;é Rua Joao de Deus, < |g  [National
13 Especialidades No. 11, Amadora,|* Thubc khdng vé tring: vién nang ctmng;|EU- F030/001/| & 8 Authority of X
P . 12700-486, vién nén, thudc bot, thude cém. GMP 2014 < |S  |Medicines and
Farrmaceutica 3 S
s SA Portugal N — Health Products,
" IP (INFARMED)
Ay 6-8, Hachiman, < Ministry of
Pharmaceutica [Kawajima-machi Japan - S Health,  Labour
14 awej ' |Sén phim: thuéc tiém AMINIC Pan 4005 & and  Welfare|x
Is Co., Ltd.|Hiki-gun, GMP S overnment  of
Saitama Plant |Saitama, Japan ~ g
Japan
* Thube vé trung;
+ Thubc san xuat vo tring: dung dich thé
Via Meucci, 36|tich nho ©
: : + oc tiét tro oi: i 6 3 S . -
15 Abiogen E:I)?:CC?S :F:ji?leet::)c;) ticglzll;(()")c tict trung cudi: dung dich the EU-  |IT/30- § & Italian Medicines
Pharma S.P.A 56121 Pisa (PI),|* Thudc khéng vé tring: vién nang ctng; GMP11/H/2014 S g Agency AIFA
o

Italia

thudc udng dang 16ng; thude ding ngoai
dang long; vién nén, dang bao ché ban
ran (chira hormone sinh duc).




Sos.  Alexandriei

* Thudc khong vo tring: vién nang ctng;

nr 145 A thudc ding ngoai dang 1ong; thubc udn 3 = National Agency
16 |S:C:Larophar |Comuna dallll o Qdfn b fhé r§1’1 kﬁéc R/iéﬁ EU- |013/2014/| & |  |[for Medicines and
mS.R.L. Bragadiru,  Jud. néngbao g’hirﬁ gvién bao): dang bao ché GMP |RO & |o  |Medical Devices
lIfov, cod 077025,| ¢ 220 PhIM..  C4ng © |3  |Romania
. ban ran; vien nen.
Romania
Parc  d'Activites|* Thudc vo tring:
du Plateau de|+ Thudc san xuit vO tring (chira ™ |9 |French National
17 |lpsen Pharma|Signes  Chemin|hormon): thudc dong kho. EU- |[HPF/FRIL| & |& |Drug and Health y
Biotech departemental No.|+ Thudc tiét trung cudi (chira hormon):(GMP  |96/2013 S |8 |Products Safety
402, 83870|dang bao ché bén rin; dung dich thé tich Q|3 |Agency (ANSM)
Signes, France nho; thude cdy ghép va dang ran.
* Thubc vo trung;
Zone Industrielle, + Thl%oc san Xuét VO t;ru’ng: duvng dich the French National
29 route  des tich 16m; dung dich thé tich nho. « Q Agenc for
18  |Pfizer PGM |Industries 37530 * Thube tiét tring cui: dung dich théEU- | HPFIFRI2) & |8 Mgedic?:wes and|x
~“ltich 16n; dung dich thé tich nho. GMP |01/2013 s |8
Poce Sur Cisse, z R N , B > Health Products
France * Thuoc khdng vo trang: vién nang cting; N o Safety (ANSM)
vien nén (chira chat c6 hoat tinh y
hormon).
* Thudc vo trung;
+ Thubc san xuat vo tring: thudc dong © :
Pfizer Rijksweg 12,|khd (hormon/ Prostaglandine); dang bao 3 p Belgium - Federal
. L ova o . . . |EU- BE/2013/ N N Agency for
19 Manufacturing |Puurs, B-2870,|ché ban ran (Prostaglandin); dung dich N S . X
. . 2., \ . GMP |024 = o Medicines  and
Belgium NV  |Belgium the tich nho (Hormon/ Prostaglandin). d S
C L. . ‘. . : < — Health Products
+ Thuoc tiét trung cuoi: dung dich thé
tich nho.
: * A oA
ﬁu?weerl]r:g?ner Binger Strabe ﬁui‘é Z:nt;una% 6 tring: khi dun S |2
173,  D-55216|. . oC San xuat vo ung- M aung. — dpy o log13/021/] & |&  |Co quan  thim
20 Pharma i * Thuoc khéng vo trung: vién nang cing; S I A,
Ingelheim am(, .. A A GMP |54/M o o quyén Bt
GmbH&Co.K Rhein. German khi dung; vién nang HMPC; thudc phun 3 3
G ’ y mu; vién nén (chtra chit doc té bao). -~ o




* Thube vé trung;

+ Thubc san xuat vo tring: thudc dong
khd (hormon); dung dich thé tich nho;
thudc cdy ghép va dang ran (khang sinh

beta Iac;tam). . : = § Greece National
21 Anfarm Hellas|Sximatari Viotias,|+ Thuoc tiét trung cpéi: dung dich thé|EU- 37854/13- 8 I Organzation for|x
S.A 32009, Greece tich lc’yp; dung dich thé tich nho. GMP |5-2013 < 5 Medicines
* Thubc khong vo tring: vién nang cimg — |3
(khang sinh betalactam); thudc ding
ngoai dang long; thudc ubng dang long;
dang bao ché ban rin; vién nén (khang
sinh beta lactam).
* Thudc vo trang:
+ Thudc san xuit vo triing: dung dich thé v o
Pharmathen Deryepaklon . 6 tich 102; dg{lg d;\ch thé t}fzh nho. . |eu- 93374/21- § § Greece .Natlonal
22 SA Pallini Attiki,[+ Thuoc tiét trung cuoi: dung dich thé aMP  |3-13 S g Organzation  for|X
15351, Greece tich 16n; dung dich thé tich nhé. § S Medicines
* Thude khdng v tring: vién nang cung; @
thudc dung ngoai dang 16ng; vién nén.
N Lo
Ferring K Rybniku 4751, 6 khong vo tring: thubc dung|EU-  |sukls1684 S |g [Ceeeh State
23 Leciva a.s. 252 42 Jesenice u ngoai dang 1dng. GMP |27/2012 § g Institue for Drugjx
Prahy, Czech : J F Control
— N
* Thube vé trung;
parc de la Noirel” Thudc san {(uét vo trunAg: dung d‘ich thé .
GSK Epine -  Rue tich 16n; thuoc dong kho; dung dich thé = g Belgium Federal
24 Biologicals Fleming 20 tich nhé' . . ‘. . : EU- BE/2013/ 8 % Ager.lc.y for X
SA Wavre B-1300, + Thuoc tiét trung cudi: dung dich thé|GMP |089 g S Medicines  and
Belgiu’m '[tich nho. N o Health Products

* Thudc sinh hoc: thudc mién dich; thude
cong nghé sinh hoc.




Istituto

Biochimico |Via Di ] ©
o5 Italiano Fossignano, 2-|San pham: thubc tiém Edevexin (5mg/|EU- CPP/2013 8 8 Italian Medicines
Giovanni 04011  Aprilia|5ml) GMP |/853 S |2  |Agency
Lorenzini (LT) ltalia 2 |2
SPA
* Thudc vé trung:
+ Thubc san xuit vo trung: thudc ca .
Biochemiestrabe [ghép va dang rin, dang bao EE:hé rin khé}c, INS- 3 § Austrian
26 |531d0z GMbHI, 6 “6o50  Kundl,|(vien nén bao phim: vién nhai: thuée bot |2 [F61921 | & & |Medicines and],
- TechOps Atjstria ' thubc cbm) ' ’ "’[GMP  [0045-001 g §| Medical Devices
* Thude khéng vo tring: vién nang ctng; (9710) @ |& |Agency (AGES)
vién nen.
* Thubc v6 trung;
+ Thudc san xuat vo tring: dung dich thé
GSK Rue de llnstitut tich 16’1}; thudc déng khd; dung dich thé S g Belgium Federal
27 Biologicals 89, Rixensart, B- tich nh?' A s Z. . 2 EU- BE/2013/ 8 % Ager.lc.y for X
SA 1330, Belgium + Thuoc tiét trung cudi: dung dich thé|GMP |036 S % Medicines  and
’ tich nho. — o Health Products
* Thudc sinh hoc: thudc mién dich; thude
cong ngh¢ sinh hoc.
. UK GMP United Kingdom
. ?rlzdustrial Sipeot ’ ) o 3 22481 o g Medicines  and
08 I\/_Ilcro Labs Complex, Hosur *_Thuéc khong vo trung: vién nang ctng;|EU- Insp GMP S g Healthcare
Limited Tamil I\iadu In-, Vién nén. GMP |22481/11 g ) products
635 126 Indi:al 7371- S [Regulatory
' 0002 Agency
16  Veerasandra UK GMP United Kingdom
Industrial ~ Area, ’ 22481 ™ Q Medicines  and
29 Micro  Labs|Anekal Taluk,[* Thuoc khﬁqg vo trl]’ng: vién’nang ctrng;|EU- Insp GMP 8 8 Healthcare
Limited Bangalore, vién nén; thuoc bot udng tai cau tric. GMP |22481/36 g g products
Karnataka, IN-560 6976- — N Regulatory
100, India 0003 Agency




Jubilant 16751 Route . 3 Canada  Health
Hollisterstier |Transcanadienne, |,. . £ n . Canada- S |8 Products and
30 General Kirkland Quebec, San pham: Thuoc tiém Carbetocin GMP 48616 % S Branch
Partnership  |Canada H9H 4J4 @ |8 |Inspectorate
Ash Road UK United Kingdom
'|* Thube vé trung: MIA(IMP °0 "ing
Wrexham L SRR 2 e ™ 9 Medicines  and
Ipsen . + Thuoc san xuat vO trung: thudc dong ) 3070 < S
. Industrial Estate,|, , . EU- N N Healthcare
31 |Biopharm Wrexham, Clwyd, <" cmp |IMP s |8 roducts
Limited » >WYS e Thue sinh hoc: thubce cong nghé sinh esvrive| = |18 P
LL13 9UF, United N e N — Regulatory
. hoc; nguyén liéu sinh hoc. 3070/147
Kingdom 90-0038 Agency
Lek * Thudc khdng vo tring: vién nang cing
farmacevtska (chtra chat mién dich); vién nén (Homron N © Slovenia, Agency
gy |druzbadd Y:zrgVSkOLYSbI'a?]Z, hoic chat c6 hoat tinh hormon,|[EU-  |450- & |& [for  Medicinal
(Lek Slovenia JUDNAN. o ostaglandin/  Cytokines, cht doc t&|GMP  [28/2012-2 S |8 |Products and
Pharmaceutica bao/ chat kim té bao); thuéc com; pellet; S |S  |Medical Devices
Is d.d) vi nang; thudc bot.
Wasserburger
é:rz]EeHlmlttelwerk * Thubc vé trung;
+ £ 5 £ AN . x ™ ©
Wasserburger |Herderstrabe 2|, Thu,o ¢ san ?uatAVO trunAg_. dung d.lCh thf DE BY 0| 3 S A
. _[tich 16n; thuoc dong khd; dung dich thé|EU- N N Co quan tham
33 Arzneimittelw |und Molkerei-| , \ 4 GMP_2| S > Ao,
erk GmbH Bauer-Strabe 18- tich nho. GMP 013_0175 S = quyen Bue
+ Thudc tiét tring cudi: dung dich thé - b B PN

83512
Wasserburg,
Germany

tich 16n; dung dich thé tich nho.




Ministry of

Santen 348-3, Aza-suwa, < L0 Health Labour
Pharmaceutica |Oaza-shide, Taga-|San pham: Flumetholon 0. 1, Ophthalmic|Japan- Q N '
34 . . 4643 N = and Welfare|x
I Co.Ltd.|cho, Inukami-gun,|Preparations GMP o o
. . P > government  of
Shiga Plant Shiga, Japan — B
Japan
Santen 2-14, Shikinami, ™ 10 mg;ts;ry Labo(JI
Pharmaceutica |Hodatsushimizu- |San  pham:  Oflovid,  Ophthalmic|Japan- < I ’
35 . . 3321 = = and Welfare|x
| Co.Ltd. Noto|cho, Hakui-gun,|Preparations GMP N N
. o o Government  of
Plant Ishikawa, Japan o o
Japan
i s AL UA i o- ™ © o
Niittyhaankatu 20, Thuo:: Voqtrung.i o  leu- 4415/11.0 § S an!sh
36 Santen Oy 33720 Tampere,|[+ Thudc san xuat vO trung: dung dich GMP  |1.09/2013 5 F Medicines X
Finland thudc nho mat; dung dich thudc nho tai. ' = S Agency (FIMEA)
—
* Thude vO tring: Thudc tiém (tiét trung
No.1. First Cuoi va Sf‘n xyat vO trlfrlg);unngA d1c13
. thuéc nho mat, tai, miii (san xuat vO
Industrial Rd., triing) < ©
Genovate Hsin-chu * £ A A e s £ 2 |2 Taiwan Food
37 Biotechnology |Expended bé:hrl;)qc (ET ng ll’:mt)r_ugg'n Dir;%) 2%% igz (PBII\C/:I/F? "|0851 N 3 and Drug Admini
Co., Ltd. Industrial ~ Park, u , Gang N o stration (TFDA)

Hsin-chu, Taiwan,
R.O.C

(Vién nén, vién nén bao phim, vién nén
bao duong, vién nang, thudc bot).

* Nguyén liéu san xuat thudc tiém chua
chat doc té bao (san xuét vo trung).




* Thudc vO trang: Thudc tiém (san xuét
v tring va tiét trang cudi), dung dich vo
tring: thuéc nhoé mét, nho tai va nhé mii
(san xudt vo tring).

* Thube khong vo trang:

- Dang bao ché 16ng: Dung dich thudc;

Swiss No. 182, Dang bao ché ban rin: Thubc md, thudc o l!
. |Zhongshan  Rd., . o o
38 Pharmaceutica Xinshi Dist kem; PIC/S {0424039( S [ B3 Y té Dai Loan
| Co., Ltd|”. . |- Dang bao ché rin: Vién nén bao duong,|GMP  |AP) = |9 -
.. Tainan City 744, .. ) . o . > S
(Xinshi plant) . vién nén bao phim, vién nen bao tan =
Taiwan, (R.0.C) N . LA
trong rudt, vién ngam, dang hat va vién
nang
*  Thuéc chira khéang sinh nhém
Cephalosporin: Thudc tiém dang bot (san
xuat v tring), thudc udng dang vién
nang.
State
Private  Joint|8,  Manuilskogo|* Thubc khéng vé tring: Vién nang 033/2012/ N 10 Administration of
39 |Stock str. 20300 Uman,|cting; thuéc udng dang long; vién nén|EU- SAUMP/ & | |Ukraine on
Company Cherkassy region,|(bao gdm ca vién nén bao phim); thudc|GMP GMP S g Medicinal
“Tecknolog” [Ukraine bot, vién ngam. & N Products
(SAUMP)
Harasawa 23-24, Harayama Ministry of
Pharmaceutica 2-Chome, Midori- Japan 9 9 Health,  Labour
L ku, Saitama City,|San pham: Thudc tiém KYOMINOTIN GIE)/IP 2158 & |& |and Welfare|x
” ‘[Saitama % % Government  of

Saitama Plant

prefecture, Japan

Japan




Betriebsstandort
Basel,
(manufacturing of

* Dang bao ché 16ng: lo thudc tiét tring

bulk and| . I PO ST 3 9 Swiss Agency for
. . cudi; lo thude san xuat vo trung; ong tiem S S .
41 |F; Hoffman-Lajmedicinal san xuit v6 tring; lo thuéc dong kho. | o |14-062 S |§  |Therapeutic
Roche Ltd products o trung, 1ot gXI0- lemp S |=  |Products
* Dang bao ché ran: vién nang; vién nén S = i .
parenterals), S ~N - (Swissmedic)
bao phim; vién nén.
Grenzacherstrasse
124, 4070 Basel,
Switzerland
San pham: Singulair® (Montelukast
. _[Sodium) Oral Granules, 4mg
5900 Martin . .
o2 A, ™ To}
DSM|Luther King Jr. ( Co s0 san xuat: IZ_)SM PharmaC(_autlcaIs 09-0039- = 2 U.S. Food and
42 Pharmaceutica |Highwa Inc. - 5900 Martin Luther King Jr.|U.S. 9013-01- N N Drug
Is Inc Grgeenvi)I/Ie . Highway Greenville, NC 27834, USA  [CGMP UN S |S  |Administration
' 27834 US,A Co s& dong goi: Merck Sharp & Dohme a4 |3 (US FDA)
’ Corp., - 4633 Merck Road Wilson NC
27893, USA)
* Thudc vo trung:
+ Thubc san xudt vo tring: dung dich thé Belgian  Federal
. Industriepark 30, |tich nho ™ © g
Schering- ) 2 inr e Z. . 2 P — Agency for
Heist-op-den- + Thuoc tiét trung cuoi: dung dich thé(EU- BE/2013/ < I~ .
43 Plough Labo , \ q q Medicines  and|x
Berg, B-2220,|tich nhé GMP 010 g ®
NV Belgium * Thuéc khong v trung: thude dun 5 | |Heallth Products
g g g g (AFMPS)

ngoai dang long; thudc udng dang long;
dang bao ché ban ran; vién nén.




*Thubc khong vo trung: thubc phan liéu
dang ran; thudc bot va thudc com; vién

10-12 Church A . D £ Australian
nang mém; dang bao ché ban ran (thuoc ™ l! .
Sphere Road kem, thudc m&; gel); thubc udng dang|PIC/S - MI-2011- S Q Therapeutic
44 Healthcare Pty|MOOREBANK léng" dung dich’ dung’ ngoai: tinh By valaMP LI-09478- < S Goods X
Ltd NSW 2170, . > S ' 3 re) S Administration
Australia dich (’:hlet’ duoc lu?u. 7 N — (TGA)
(Thudc udng: thuoc bo dudng
Dung dich thudc: dung dich dung ngoai)
SALF. SPAVIA G MAZZINL, . . ring. < |
45 :‘SBORATOR %ENATE 24069 + Thl:léc tiét tring c?c‘)’i: Durjg dich thé|EU-  [IT/49- % § Italian Medicines
FARMACOL [SOTTO(BG). tich 16n, dung dich thé tich nho. GMP |1/H/2014 g S Agency (AIFA)
OGICO ITALIA oo
Ajinomoto 103-1, Ministry of
Pharmaceutica |Shirasakaushishi 7 Japan- g g Health,  Labour
46 Is Co., Ltd.|mizu, Shirakawa-|San pham: vién nén ATELEC 10 GMP 4096 g g and Welfare|x
Fukushima shi,  Fukushima, = F Government  of
Plant Japan Japan
Ajinomoto 103-1, <« o Ministry of
Pharmaceutica [Shirasakaushishi q o Japan- § = Health, Labour
47 Is Co., Ltd.|mizu, Shirakawa-|San pham: Thudc com AMIYU GMP 4153 S S and Welfare|x
Fukushima shi,  Fukushima, > § Government  of
Plant Japan i Japan




Biocon  Special
Economic  Zone,
Plot No. 24 ;
H * A A \ .
Phase Vv, Thuczc V? t"““?‘ A . 2 ™ «© Malaysia
. + Thudc san xuat vO trung: dung dich thé i o .
Biocon Bommasandra- , \ PIC/S- N C\l National
48 . . tich nho. 497/13 S S .
Limited Jigani Link Road, P I ~ . |GMP = = Pharmaceutical
* Thuoc sinh hoc: thude cdng nghé sinh 2 F
Bommasandra hoc o - Control Bureau
Post, Bangalore,| *
Karnataka,
560099, India
Mega
Llfes_mences Mega Lifesciences
Public .
Compan Public Company
ompany Limited, Plant 1.
Limited M09} 354 "Moo 4, Soi 6
4, Soi 6, Ban’ 00 ' '|* Thubc khong vo tring: vién nang mém. DENW_[ o 3
Bangpoo 9po Cu thé: Vitamin E 600; Alfacalcidol 0.25[EU- [01. GMP_| & |& |[Co quan thim
49 . Industrial Estate,| ": ] . . i q = N
Industrial Pattana 3 Road |Microgam; Alfacalcidol 1 microgam;|GMP 2013 _000 £ S quyén Bt
Estate, Pattana '[Fischol 500mg; Fischol 750mg. 8 N 3

3 Road

(Tén cti: Mega
Lifesciences
Limited)

Phraeksa, Mueang
10280
Samutprakarn,
Thailand
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Mega
Lifesciences
Public
Company
Limited Moo
4, Soi 6,
Bangpoo
Industrial
Estate, Pattana
3 Road

(Tén ci: Mega
Lifesciences
Limited)

Mega Lifesciences
Public Company
Limited, Plant 2,
515/1, Soi 8,
Pattana 3 Road,
Bangpoo
Industrial ~ Estate
Phraeksa 10280
Samutprakarn,
Thailand

* Thudc khéng v tring: vién nang ctng;
vién nén.

Cu thé: vién bao Doloteffin; vién bao
Doloteffin forte; vién nén Ardaysedon;
vien bao duong Ardeysedon Nacht;
Ardaycordal forte.

EU-
GMP

DE_NW_
01 GMP_
2013_000
9

22/5/2013

14/07/2014

Co quan
quyén Puc

thidm




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

Dot 22
E E < > > <Zt
NHA MAY , , ] S GI|GIAY | 2 & |z £|CO QUAN[
STT A P DIA CHI PHAM VI CHUNG NHAN st e .
CONG BO - - : 3 2leN 03 |2 5|cap NHOM |NHOMm
A.< 1
Z = = 2
San pham: Janumet 50mg/1000mg;
Janumet 50mg/850mg; Janumet
State Road 670|°0md/o00ma.
Patheon km 27 Manati (Co s0 san xuat ban thanh pham: Patheon o o
1 Puerto Rico Puerto. ' Ricol Puerto Rico, Inc - State Road 670 Km(EU-  |24:2011/5 § & Medical Products
.. _12.7, Manati, Puerto Rico 00674 - Puerto|GMP (22381 ISe) S Agency, Sweden
Inc 00674, United Rico S F
. N
States Co s& dong goi: Merck Sharp & Dohme
B.V - Waarderweg 39, NL-2031 BN
Haarlem, The Netherlands) X
MSD < o)
. o :
International |70 ~ Tuas — West), . o khdng vé tring: thube nhé mdi|PIC/S- [MLMP13 | & |& Singapore Health
2 |GmbH Drive SINgapore| i ¢ long: vién nén; vién nang ctm GMP  |00001 S |§  [Sciences
(Singapore 638414 ang long ’ gcung S S Authority
Branch) ° X
Pacific
. . (o]
Pacific Pharmaceuticals |, Thuoc khong vo trung: vién nang cung; DE_BE_O = b 2
. |Ltd Lz \ A ' EU- N N Co quan tham
3 Pharmaceutica thudoc uong dang 1ong; vién bao; dang 1 GMP_2[ = S A,
30Km, Multan|, . L pa LA GMP 2% o quyén Bt
Is Ltd bao ché ban ran; vién nén. 013 0014 %) B
Road - Lahore, — o
Pakistan X




Aquitaine Pharm

San pham: Thudc bot dong kho Cernevit
( Co s& san xudt va dong goi: Pierre
Fabre ~ Medicament  Production -

Pierre  FabrelInternational Aquitaine Pharm International, Avenue g § Belgium Federal
Medicament | Avenue du éearn du Bearn, 64320 Idron, France; Baxter|EU- 000047 g %‘ Ager_u:_y for
. '[S.A - Bd. Rene Branquart 80, B-7860{GMP |15-10-13 — o medicines  and
Production 64320 Idron, . . s |S
France Lessines, I?elglque. ’ ~ & Health Products
Co s6 kiém nghiém va xuat xuong 16:
Baxter S.A - Bd. Rene Branquart 80, B-
7860 Lessines, Belgique.)
San pham: Thudc tiém bot Meronem
(500mg, 19)
Co s6 san xuat: ACS Dobfar S.P.A o |
ACS  Dobfar| V16 Addetta 4/12/1Co 56 déng goi cap 1 (déng lo thuoe|ey  |izo7s | & |8 |italian Medicines
SPA 20067 .Trlblano bot): Zambon SWltgerland Ltd GMP  |1/H/2013 a E' Agency AIFA
(M1), ltalia Co s& dong goi cap 2: AstraZeneca UK 7 S
Limited - Silk Road Business Park, N o
Macclesfield, SK 10 2 NA, United
Kingdom.
* Thubc vo trung;
+ Thudc san xuat vo tring: dung dich thé
Loc. Fontana Delftich nhé (chwa corticosteroid hormon); ™ ©
Bristol Myers|Ceraso - 03012|thudc bot. EU-  |IT/50- S | Italian Medicines
Squibb S.R.L |Anagni (FR),|+ Thudc tiét trang cudi: dung dich thé|GMP |1/H/2013 § S |Agency AIFA
Italia tich nho. NS

* Thude khong v tring: vién nén; thude
bot.




* Thubc khong vo tring: vién nang cing
(chira hormon va chat c6 hoat tinh
hormon; chét c6 hoat tinh manh, doc tinh

Corden Pharma _ N AT DEBW_| o |9
. |corden Otto - Hahn - Str. flfo) dang tt’ﬁofhg{;‘n( Elac h((‘)’:ﬁ:‘o:a\f’a EU- |o1.6MP_| 8 |8 |Co quan thim
Pharma GmbH [68723 Plankstadt,| 5.« ;i hooc D) eta BOITEN Yigymp 15013 001 & |€ |quyén e
German chat ¢6 hoat tinh hormon, chat cd hoat 9 - S
y tinh manh, doc tinh cao); vién nén (chira o
hormon va chét c6 hoat tinh hormon, chat
c6 hoat tinh manh, doc tinh cao)
Lot 2599, Jalan
Seruling 59, I 2 o \ A 2 .
Kawasan 3 Thuoc tiém thé tich nho; thuodc tiém thé < Q Malaysia
g Duopharma | - Klan '|tich 16n; thudc udng dang long; vién nén;|PIC/S- 018/14 S |8  [National
(M) Sdn. Bhd. Java 41208 vién nang; thudc bot; thudc com; thudc|GMP g S Pharmaceutical
ya, nho mat. «  [&  |Control Bureau
Klang, Selangor,
Malaysia
;?gri%iaml]?so A |Thuée déng kho; dung dich pha tiém;
@i P c.od.e dung dich pha tiém (khéng bao gom dang
a 1216 ARD) ang| 116t g cudi véi thude chita chit kim ¢
Paloa 2862 - bao); dung méi (c6 hodc khong tiét trung Argentina
Labporatorios IMA cudi 4 pha loang céc thuoe chira chat 20132014 3 2 Na?ional
Bioprofarma _|kim té bao dé néu trén). PIC/S- S | N
9 SAIC. - (Zip ., L. - 000318-| = 5 Administration of
S.A ( Co so san xuat tai: Palpa 2862 -|GMP o o
code C1416 . . 14 ~ = Drugs, Food and
DPB), of the Laboratorios IMA S.A.L.C. - (Zip code — — Medical Divices
Autor;omous Cit C1416 DPB) |
e B Airesy Co so dong goi: Terrada 1270 -
Argentine '(Bioprofarma  S.A. - (Zip  code
Republic C1416ARD))
. N 3
10 gﬁ;r?:n(?vlal ta) :Zﬁ(s)tria:_'al EstZ?(: * Thude khéng vo tring: vién nang ctng;|EU- MT/002/ § E Malta Medicines
- A 7 -~ H -
Ltd BBG3000 Malta Vién nén. GMP |H/2012 % E Authority




28/30 Ozarowska

. " A oa ©
Pharmaceutica Str., Duchnice, 05 Th“‘ic V? mm%‘ A X £ GIF-IW-N{ S Poland Main
I Works + Thuoc san xuat vO trung: dang bao ché|EU- o N .
11 850 Ozarow| . 4022/305/ N S Pharmaceutical
Polpharma Mazowiecki ran. GMP 13 3 S Inspector
S.A Poland ' * Thudc khong vo triung: vién nén. © = P
6021 South A UK GMP Unltt_ad_ Kingdom
* Thudc vo trung: 6103 Insp| <« 9 Medicines  and
Alcon Freeway, South L oA . 2 pm S
. + Thuoc san xuat v0 trung: dung dich thé|EU- GMP < N Healthcare
12 Laboratories |Gate, Fort Worth,| . =, i e \ £ N N
tich 16n; dung dich thé tich nho (thuoc|GMP  (6103/991 aQ — products
Inc - Aspex  |76134-2099, . 2 o) P
United States nho mat). 9208- N S Regulatory
0001 Agency
* Thudc vo trung:
+ Thudc san xudt vo tring: dung dich thé
tich nho (chat doc té bao/chat kim té
Sanofi-Aventis  |bao); thubc cdy ghép va dang rin
Deutschland (hormon va chat ¢ hoat tinh hormon); vi
Sanofi- GmbH tiéu phan (hormon va chit c6 hoat tinh o |9
_ : DE_ HE 0| < S 2
13 Aventis Bruningstrabe 50,/hormon). EU- 1 GMP 2 N N Co quan tham
Deutschland  |H600, H500,[+ Thudc tiét tring cudi: dung dich thé|GMP 0l3 0107 S |S  |quyénbic
GmbH H590, 65926|tich nhé; thudc cdy ghép. - s |8
Frankfurt am|* Thudc khdng vo tring: thubc ding

Main, Germany

ngoai dang 16ng; dang bao ché ban ran.

* Thude sinh hoc: thudc ¢éng nghé sinh
hoc; thude ¢6 ngudn gbc tir ngudi hodc
dong vat.




Plot N0.137&138,

* Thube vo tring khong tiét trang cudi:
- Thuoc bot dong khé chira chat doc té

Dr S.V. Co-op. Indl|bao Romanian
Reddy'sLabora |Estate, IDA|- Dung dich thé tich nhé chira chat doc té S |5 |National Adenc
14 |tories Limited|Bollaram, bao. EU- |017/2014/| S |& for Medicinegs ané/
(Formulation |Jinnaram Mandal,|*Thudc v trimg tiét trung cudi: Dung|GMP |RO s |8 : :
L ) ' \ N > Medical Devices
Tech Ops -|Medak District,|dich thé tich nho; — — (NAMMD)
Unit 1) Andhra  Pradesh|* Thubc khdng vo tring: Vién nang cing
502325, India chtra hat pellet.
GlaxoSmithKl * Thubc khong vo tring khong chira .
ine  Australia , . ) - < 9 Therapeutic
82 Hughes Ave,|khang sinh nhém penicillin, MI-2014- — b
Pty Ltd : R S PIC/S- N N Goods
15 Ermington NSW|cephalosporin va cac chat chong ung thu: L1-02138- g S L
Consumer . o X £ 1. . |GMP 3 - Administration,
2115, Australia  |Vién nén; dang bao ché long; dang bao 1 < S .
Healthcare L. 2 2 1A . — o Australia
. ché ban ran (kem); thudc bot; thuoc dat.
Division
Thudc vo trung dang long (khéng bao
gom thudc tiém) va khdng chaa céc
nhém hoat chét sau:
Baxter L oan s 9 : :
Healthcare 2 Woodlands Ind|- Chat doc t€ bao PIC/S- S Singapore's
16 SA. Singapore Park D Street 2|- Ché pham sinh hoc GMP M00190 B Health Sciences
’ gap Singapore 73778 |- Khang sinh nhom cephalosporin, % Authority (HSA)
Branch - o
penicillin,
- Hormons, va
- Steroids.
< ~ Belgian  Federal
Janssen Turnhoutseweg  |Thudc khéng vo trung: Thudc ubng dang = |32 |Agency for
. , P . , . |EU- BE/GMP/ I N .
17 Pharmaceutica [30, Beerse, B-[long, thuoc dung ngoai dang long, thudc aMP  |2014/001 S = Medicines  and
NV 2340, Belgium  |ban rén, thudc dén ngoai da S |& |Heallth Products
' |(AFMPS)
Temmler Werke|* Thudc khong vo tring: Vién nang cing, o ©
4 4 . A N N: 9 - .
Temmler Gm_bH thuoc }long flfmg ’long, thuoc dung ngoai EU- DE BY 0 S S Regierung  von
18 Werke GmbH Weihenstephaner |dang long, vién nén GMP 4 GMP_2| S = Oberbayern
Strape 28, 81673|* Thude sinh hoc: Vién ang cimg chua 013 0191 g g (Germany)
N —

Muchen Germany

sacchromyces cerevisia




Zone Industrielle|* Thudc khong vo tring: Vién nang ctng, - o French National
de Roubaix Est|vién nén P = Agency for
‘ . ‘ ~ - o o
19 Eﬁ:gga;:q rue de Touflers|* Ché pham sinh hoc: Thudc mién dich, E;llf/IP 3HGP/Z/OF1F;/1 S 3 Medicines  and
59390 LYS LEZ|thudc cong nghé sinh hoc, thude chiét tir S |g [Health Products
LANNOY, France |nguoi va dong vat. Safety (ANSM)
3102/A  G.1.D.C UK GMP| [, [oned Kingdoms
RPG LIFE|ESTATE, . . . . 18388 b pa
z . , i =
20 |SCIENCES ~|ANKLESHWAR, [[huoc KNOng vo tring: Vien neng cing, B - ypp gup| - § |5 [Tleatheare
LIMITED GUJARAT, 18388/10 g Sr Regulatory
N
393002, INDIA 806-0004 Agency MHRA
Village - State
Klshqnpura, PIC/S- < ~ Adm!nlstratlon of
Glenmark Baddi-Nalagarh GMP 008/2014/1 < S Ukraine on
21 Pharmaceutica [Road, Tehsil| Thudc khong vo triung: Vién nén SAUMP/ N S Medicinal
- : & EU- o o
Is Limited Nalagarh, Disst. GMP = S Products
Solan H.P GMP TN |(saump) -
174101, India Ukraine
Plot No S-7, o
H N —
Glenmark Colvale Industriall.y, . khong vo tring: Vién nang cimg,|EU-  |sukls1245| S |& Czech State
22 Generics Estate, Colvale, thube ban rén. vién nén aMP  |5/2012 N ) Institute for Drug
Limited Bardez, Goa-403| - > V1€ S [S [control (SUKL)
513, India <
* Thubc v trung;
16 lliensko|+ Thudc san xuét vo trung: dung dich = ~
23 |Sopharma AD Shosse Str.,|thudc tiém thé tich nho. EU- |BG/GMP/| g |& |Bulgarian Drug
P Sopfia 1220,|+ Thubc tiét trung cudi: dung dich thudc|GMP  |2014/051 g S |Agency
Bulgaria tiém thé tich nho. SO PN
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Omega
Laboratories
Ltd

10 850 Hamon
Montreal QC
H3M 3A2 Canada

San pham: Thudc tiém DBL Octreotide lo
0.Img/l1 ml (DBL OCTREOTIDE
INJECTION - Octreotide as acetate
0.1mg/1ml injection solution vial)

PIC/S-
GMP

14/0846

23/5/2014

23/05/2016

Australian
Therapeutic
Goods
Administration
(TGA)




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

Dot 23
-1 - NHOM THUOC
NHA MAY , , ] S GI|GIAY | 2 & |z £|CO QUAN| . )
STT A P DIA CHI PHAM VI CHUNG NHAN st e
CONG BO - : : 3 9|CN S |2 g|cAp NHOM INHOM
Z "s = 1 2
* Thube vé trung:
+ Thudc san xuat vo tring: dung dich thé
tich nho (chra hormon corticosteroid);
thudc  bot (chtta  khang  sinh o
. : : < L0
Esseti N Via Campobello, cephalczspo'rjn). ‘ . . |eu- IT/56- = S ltalian Medicines
1 Farmaceutici |15 - 00040(+ Thuoc tiét trung cudi: dung dich thé GMP  |3/H/2014 N > Agency AIFA
SRL Pomezia, Italia tich nho. % g gency
* Thude khdng v tring: vién nang cung; -
thudc cdm; vién nén.
* Thudc sinh hoc: thubc ¢d ngudn gbc tir
dong vat. X
UK GMP United Kingdom
6201 South, Thudc vo tring: 6103 Insp| < Q Medicines  and
Alcon Freeway, South ., A . 2 p o
) Laboratories |Gate. Fort Worth + Thuoc san xuat v0 trung: dung dich thé|EU- GMP N N Healthcare
' 'tich 16n; dung dich thé tich nhé (ché|GMP [6103/991 | & |  [Products
Inc - Aspex  |76134-2099, 2. . 56 S
i pham dung cho mat). 9208- N o Regulatory
United States
0001 Agency X
* Thube v6 trung;
Atlantic Rua da Tapada + ThuOfZ san xuat vO trung: dung dich thé .
tich nho. ™ © Portugal National
Pharma -|Grande, no. 2, L inr e Z. . 2 F036/S1/ P S i
. + Thuoc tiét trung cuoi: dung dich thé(EU- N N Authority of
3 Producoes Abrunheira, ; , H/IAF/Al/ N S ..
Farmaceuticas, |Sintra, 2710-089 tich nho. GMP 01/2012 % 3 Medicines ~and
’ ’ '|* Thube khéng v tring: vién nang ctng; N |&  |Health Products

SA

Portugal

thuoc uong dang 1ong; thudc bot va thuode
com; dang bao ché ban ran; vién nén.




Zoning Industriel . S Belgium Federal
. Sud 15,|* Thude khong vo tring (thude tr duoc|EU-  [BE/2011/ | S |&  |Agency for
Tilman SA . . ) : . p N S .
Baillonville,  B-|liéu): vién nang clrng; vién nén; tra thuoc.|GMP  |064 N o medicines  and
5377, Belgium ' |S  |Health Products
. . * Thudc khéng v tring: vién nang ctng; o French National
Pierre  Fabre Site - Progipharm vién mém; thudc dung ngoai dang 1ong; S |2 |Agency for
Medicament | U8 dU  LYCe&\ & ubng dang long: dang bao ché ban| . [HPFFRILI & 1S Iyedicines  and
. 45500 Gien,| . 0c loNS Gang fong, ang GMP |05/2013 | © |Z
Production Erance ran; vién nén. N S Health Products
* Thudc sinh hoc: thudc mién dich. @ Safety
Site  Simaphac, .
Pierre  Fabre|-0" Industriellel, - & khong vo tring: thuée din @ |2 Zre:rfg Natlo:‘]g:
. de Chateaurenard,| .. ong Vo tring. Yey.  wPRFRR| 8 |8 gency
Medicament ngoai dang 1ong; thudc uong dang 1ong; q S Medicines  and
. 45220 . . . GMP |/2013 o o
Production thuoc phun mu; dang bao ché ban ran. N P Health Products
Chateaurenard, N —
France Safety
* Thudc vo trung: ~ | [French National
Catalent 74 rue Principale, |+ Thudc tiét trung cudi: dang bao ché ban EU-  |HPE/ER/L § § Agency for
France 67930, Beinheim,|ran. GMP  140/2012 P & Medicines  and
Beinheim SA |France * Thube khong vo tring: vién nang mém S |S [Health Products
(chtra chat c¢6 hoat tinh hormon). - e Safety
. . * Thudc vo trung: ©
Pharmaceutica |19, Pelplinska) py '« o xudt v tring: thude tiém GIF-IW-N] & |2 |poland  Main
I Works|Str., 83-200( . : ., , . L n 2, \ EU- o N .
theé tich 16n; thudc tiém thé tich nho. 4022/49- N S Pharmaceutical
Polpharma Starogard PN Z. 2 oein :|GMP N o
. + Thuoc ti€t trung cuoi: thudc tiém thé 2/13 B S Inspector
S.A. Gdanski, Poland |, | ., 2 A I \ ™
tich 16n; thuoc tiém thé tich nho.
Lo
Zaklad 33, Szkolna Str., . ) o ~ ’ GIE-IW-N] & 4 Poland Main
Farmaceutycz [95-054 * Thuoc khong vo trung: vién nang ctng;|EU- N N .
o 4022/121/ N 5 Pharmaceutical
ny  Adamed|Ksawerow, vién nen. GMP 12 g o Inspector
Pharma S.A  |Poland © |8 P




* Thubc v trung;

+ Thudc san xudt vo tring: dung dich thé
tich 16n; thudc dong khd; dung dich thé
tich nho.

IDT  Biologika[+ Thudc tiét tring guéi: dung dich thé « o
IDT Biologika GmbH tlc;h !O’H; dg}ng bao ché ban ran; dung dich EU- DE ST O § é' Co quan  thim
10 GmbH Am  Pharmapark,|thé thh’nhO. , GMP 1. GMP_2| 3 E quyén Ditc
06861 Dessau -|* Thuoc khdng vO trung: thudc dung 014 0002 g S
Roblau, Germany [ngoai dang long; thudc udng dang 1ong. -
* Thude sinh hoc: thudc c¢6ng nghé sinh
hoc; Vic xin.
* Hoat chat ¢ ngudn gbc tir vi khuan
hodc gen.
Industria —\Via Cassia Nord, iTThl;f;cVZgu t?ﬁng cubi: dung dich thé S |z
11 Farmaceutica (351-53014 tich 1om: duflg dich thé tic.h aho. EU-  [IT/77- & & Italian Medicines
Galenica Monteroni * Thuc‘)’c khﬁné vé tring: tﬁuéc uéng GMP |1/H/2014 g 8 Agency AIFA
Senese S.R.L |Darbia, Italia ) ' © &
dang long.
* Thudc vo trung:
Avinguda de|+ Thudc san xuét vo trung: dung dich thé o
. Barcglona, 69, |tich nho. X 0 = E Spain Ministry of
1p  |Laboratorios foeo06 Sant Joan|+ Thuée tigt tring cudi: dung dich thé|co.  [NCF/1412 & g |Health of
Lesvi, SL . , PR 2,4 1a ’ GMP |/002/CAT @ o Government  of
Despi tich nhp, dung dich thé tich 16n. S E Catalonia
(Barcelona), Spain|* Thuoc khong v0 trung: vién nang ctng;
vién nén; thudc ubng dang long.
’ < © French National
Glaxo ZI de la[* Thuoc khéng vo trung: vién nang cung EU- HPE/ER/4 p= § Agency for
13 Wellcome Peyenniere, 53100((chwra  penicillin); vién nén (chtra aMP  |2/2014 g a Medicines  and
Production Mayenne, France |penicillin). § § Health  Products

Safety




Village

Ganguwala, ©
. < —
Ranbaxy : Pa_ton?a : Sahib, ., Thudc khdng vo triing: vién nang ctg;|[EU-  [2013/725 S |8 Irish  Medicines
14 Laboratories [District Sirmour -| ., \ . N PN
- . vién nang mém; vién nén. GMP |0 » — Board
Limited Himachal S S
Pradesh, 173025, <
India
Avda. De
Extremadura, 3.
Poligono . £ R A I <9 9 2
o fomo s i o 0w e e, oo £ |5 [0 o o
Wellcome S.A [Allenduero, d'ng dicl%, ’ ! “IGMP |3 S |S Elh}; y
09400-Aranda de|""E ¢ = |3
Duero. (Burgos),
Spain
French National
Rue des Quatre ! = Agenc for
Laboratoires | _. e . |EU- |HPFIFR/5| & |& gency
16 . Filles 28230(* Thuoc khong v6 trung: vién nang cliing q J Medicines  and
Expanscience GMP |8/2014 o —
Epernon, France T 7o) Health  Products
o
Safety
Plot No. 876,
Marck N.H. No.8,[* Thudc san xuat v tring: dung dich nho - |9
17 |Biosciences | Village-Hariyala, mét; nho tai; nhé mii. PIC/S- |10150477| & |  |Department  of
Limited Tal-Matar, Dist-|* Thudc tiét tring cudi: thudc tiém; dung|GMP |18 = |8  |Health, Taiwan
Kheda-387411, |dich rira vét thuong. R b
Guijarat, India
Niityhaankatu 20,|* Thubc vé trung: S |2 |Finnish
y |, g vo e o _|eu-  |agwsnio|l & |R _
18 Santen Oy 33720 Tampere,|+ Thuoc san xuat vO trung: dung dich = PN Medecines
. z . ¢ : z 7 "7|GMP  [1.09/2013 e —
Finland thuoc nhé mat; dung dich thudc nho tai. S 5 Agency
—i




21  Rue  du|Thubc khong vé tring: ™ |9 |French National
Pressoir,  28500(- Thudc chira Penicillins: vién nang cting,[EU-  |HPFIFR/1| & |& |Drug and Health
20 |SOPHARTEX Vernouillet, vién nén. GMP |99/2013 S |8  |Products Safety
France - Thubc ubng dang 16ng, Q = Agency (ANSM)
4-6-10
Koishikawa,
Eisai Co., Ltd Bunkyo-ku, < < Ministry of
(Misato plant Tokyo, J_apa_n . 2 : Japan - S Q health, - Labour
21 . (950, Hiroki,|San pham: Pariet Tablets 10mg 4682 N > and Welfare
of Eisai Co., . GMP Q =)
Ohaza, Misato- > p= government  of
Ltd.) . — —
machi, Kodama- Japan
gun, Saitama-ken,
Japan)
4-6-10
Koishikawa,
Bunkyo-ku, < © Ministry of
Tokyo, Japan 9 Japan - = § health,  Labour
22 Eisai Co., Ltd (950, Hiroki,|San pham: Pariet Tablets 20mg GMP 4683 % § and Welfare
Ohaza, Misato- § S government  of
machi, Kodama- - Japan
gun, Saitama-ken,
Japan)
4-6-10
Koishikawa,
Bunkyo-ku, < © Ministry of
Tokyo, Japan 7 Japan - = § health,  Labour
23 Eisai Co., Ltd (950, Hiroki,|San pham: Methycobal Tablets 500pug GMP 4684 g g and Welfare
Ohaza, Misato- § S government  of
machi, Kodama- -~ Japan

gun, Saitama-ken,
Japan)




Berlin  Chemie|*Thudc tiét tring cudi: dung dich thé tich < |w
AG lon. DE BE 0 p b= :
. . - - = o A
Glienicker ~ Weg|* Thuoc khéng vo trung: dung dich thudc E;llf/IP 1 GMP2| & %‘ Co énqgiz tham
. . |125, 12489 Berlin|ubng, dung dich thuéc diing ngoai, thuéc 014 0015| w |§ |V
Berlin Chemie ) Lo L n —
24 - Germany com, thuoc dat.
AG
. . . 2012/01/ ~ S
* e A A N ) A . A —
Tempelhofer Weg ;Elu?nkgong }Y;[ru?gn L/Ien nen, thude EU- Berlin- § 8 Co quan tham
83, 12347 Berlin |Sop» VIeh PAOPAIIL VIER B30 -~ —emp  |chemie S |2 |quyénbuc
(dén giai doan san pham cho dong goi) =) >
AG N I
Menarini-Von - "
Je A AL N A , —
Menarini-Von Heydgn GmbH T.lluoc khongkvo trung. wfn nar.lg etmng, |- . DE SN O § S Co quan thim
25 Hevden GmbH Leipziger Strae 7{vién nang mém; thudéc com, Vvién nén, GMP 1.GMP_2| § S uvin Dite
y 13 01097 Dresden|vién bao, vién tac dung kéo dai 013_0007 § S auy
- Germany e
Frazione Ravina - ™ pul
26 E-Pharma Via Provina, 2-|Thubc khong vo tring: Vién nén, thuéc|EU-  |IT/166- S |8 |AIFA Italian
Trento S.P.A 38123 Trento|bot, thudc cém GMP |1/H/2013 ; =  |Medicies Agency
(TN), ltaly NS
Australian
- - - Lo
Hospira 15, 7 23& 25-39 MI-2013- RO B Therapeutic
i Lexia Place L LA : ... |PIC/S- o N
27 Australia Pty . |* Thuoc vo6 trung: thudc ti€m, thuoc hit. LI-06176- N S Goods
Ltd Mulgrave Vic GMP 1 > 3 Administration
3170, Australia N B

(TGA)




Plot numbers 457,
458 & 191/218P

* Thubc v trung;
+ Thuoc san xuat vO trung: dung dich thé

United Kingdom's

Sarkhej-Bavla tich 16n; thudc dong khd; dung dich thé UK GMP < ™~ medicines and
Intas . , \ 17543 — o
. |Highway, Matoda, |tich nho. EU- N N Healthcare
28 Pharmaceutica L nl s L. ) 2 Insp GMP d >
Is Limited Sanand, + Thuoc tiét trung cuoi: dung dich thé{GMP 17543/96 § o Products
Ahmedabad, tich 16n, dung dich thé tich nho. 210017 — |3  |Regulatory
Guijarat, In-|* Thudc khéng vé tring: vién nang ctng; Agency MHRA
382210, India thudc ban ra“in; vién nén.
* Thude vo trung;
+ X ) Ky oA N . 2 .
ot Rend TS L 0 3 |g fude
Branquart 80,|., N g Kho, dung & EU- |BE2013/| R |& gency
29 Baxter SA . tich nho. P F Medicines  and
Lessines, B-7860, L em s £ . |{GMP (042 — o
Belaium + Thuoc tiét trung cudi: dung dich thé > > Health Products
g tich 16n, dung dich thé tich nho. N[N [(AFMPS)
* Thudc sinh hoc: thudc mién dich
Via Complutense, < ™~ Spanish  Agency
30 Frosst Iberica,[140, Alcala de Thube khdne vé trine: Vien nén EU-  |ES/071H § & of Drugs and
S.A. Henares 28805 gV & GMP |VI/14 S |8 |Health Products
(Madrid) - Spain ® |3 |(AEMPS)
Schering- * Thubc v6 trung;
Plough A ) A oA s A A
+ Thuoc san xuat vO trung: Thudc dong
(Ireland) Brinn kho; Dung dich thé tich nho; 3 |2
31 Company T/A Innish)gnnon Co.|+ ;h : gtiﬂftrune . Oi: (I;),un dich thé EU- - 12013/710 S |S Irish ~ Medicines
Schering-  ©O+ Hhuoe liet fung cuor: DUng dich ey o 16/\427 IS |S |Board (IMB)
Plough Cork, Ireland tich nho. = )
—
(Brinny)

Company




* Thube vé trung;

+ Thudc san xuat vo trong: Thudc dong
kho; Dung dich thé tich nho;

+ Thudc tiét trang cudi: Dung dich thé

P_rl_laz . baruna tich nho. « Q Croatia  Agency
. ._|Filipovica 25, z R A n , 381-13- b o .
39 Pliva Croatia 10000 Zaareb * Thuoc khong vo trung: vién nang ctng;|EU- oa/151-13] & N for Medicinal
Ltd, Republic g 01; thube ban ran, thudc dan, vién nén, thudc|GMP 09 A Products and
Cr(F))atia bot pha hon dich udng, thubc cém pha & 3 Medical devices
hdn dich udng, thudc bot ubng
* Thude sinh hoc: thudc ¢éng nghé sinh
hoc, thubc sinh hoc khac: thudc kem
* Thubc khdng chira khang sinh beta
Carhue 1096 (Zip|lactam, chat c6 hoat tinh hormon; chat National
code: kim € bao: o Administration of
Laboratorio  [C1408GBV), of{+ Thuéc khong v tring: dung dich = b
33  |Pablo Cassaralthe  Cit of|thudc; dang bao ché ban ran; thudc phun PIC/S- 20132014 & | & Drugs, Food and
y uoc; dang bao che ban ran; thuoe PN\ p - 100051514 B |8 |Medical Decives,
S.R.L. Buenos Aires,[mu. S = Argentina
Argentine + Thubc vO tring: dung dich thude, dang -~ ( Aﬁll\/l AT)
Republic bao ché ban ran (dung dudng tiém hoic
khong dung dudng tiém).
Saavedra 1260/62 National
(Zip code|* Thubc khdng vo trung khong chira < |wo  |Administration of
C1247AAA), of|khang sinh betalactam, chat kim té bao, = |3
34 Baliarda S.A. [the Cit of|chét c6 hoat tinh hormon: vién nén; vién PIC/S-|20132014 & S Drugs, Food and
A y ) O o VIS AL VIR Gvip - 100003714] = |2 |Medical Devices,
Buenos Aires,|bao; vién nang; thuoc bot; thudc com; Lo v .
Argentine dang bao ché ban ran; dung dich thude - -~ Argentina
g . g b g . . (AN MAT)

Republic




San pham: Vién nén Euthyrox (50
microgram, 100 microgram)

Co sé san xuét |Frankfurter Strabe | Tén tai Viét Nam: Levothyrox DE_HE_ 0| S
35 bérJ thanh 250, 64293 Co s& dong goi va xuat xuong: Merck EU- 1 GMP- § 8 Co quan tham
pham: Merck |Darmstadt, S.A.de C.V, Mexico, dia chi: Calle 5, GMP [20012- = g quyén DPuc
KGaA Germany No,7 Frac. Industrial Alce Blanco, 0070 R
Naucalpan de Juarez, C.P. 53370,
Mexico (nguyén tic EU-GMP)
* Thubc v trung;
+ Thubc san xuat vO tring: thudc dong
khd (DNA/Protein tai to hop; hormon
sinh duc va hormon khéc,
Viale G.B. prostaglandin/cytokine), dung dich thé + |9
g5 |Patheon Italia|Stucchi, 110 - |tich nho ’ |EU- |1/105- S |& [italian Medicines
S.P.A 20900 Monza + Thuoc tiét trung cuoi: dung dich thé|GMP |4/H/2014 o 8 Agency AIFA
(MB), Italia tich nho, vién nén @ &
* Thude khdng v tring: vién nang cung;
thude bot; thude com.
* Thudc sinh hoc: DNA/protein tai to
hop.
No.30, * Thubc khong vo trung:
L otus Chenggong  1st|- dun:g djc~h thudc @ | .
. |Rd,, Sinsing|- thuoc md, kem S S Taiwan Food
Pharmaceutica |, ,. A . " PIC/S- N N -
37 | Co. Ltd. Vllllage, Nantou(- vién nen, vien nen bao phim, vién nang GMP 0322 § a and !I)rug Admini
Nantou’PIant City, Nantou mén_n; ’ ’ ﬁ g stration (TFDA)
County  54066,|- Vién nang chira hoat chat doc té bao,

Taiwan

vién nén chira hormon




Avinguda Cami
Reial, 51-57|* Thudc khong v tring: vién nén (chua ~ -
. . . L oA A " , < ™~ Ministry of
J. Uriach y|Poligon Industrial|hoat chat gay nghién), vién nang cing; = o
. ; N I - . EU- NCF/1405| & N Health of
38 Compania, Riera de Caldes,|vién nén, vién bao, vién bao duong, , o S
2 1A I £ s .:.|GMP |/001/CAT| « o Government  of
S.A 08184 - Palau -|thudc bot, thudc com, thuoc dung ngoai o) 5 . .
. \ Loy, e — — Catalonia - Spain
Solita i Plegamans|dang 16ng, thuoc ban ran
(Barcelona), Spain
* Thubc v trung;
+ Thudc san xudt vo trung: dung dich thé
Marathonos Ave. tich nh?; th.lfoc d\ong kh? : . 2 < Q .
Elpen . .|+ Thuoc tiét trung cuoi: dung dich thé — b Greek  National
.95, Pikermi| , =, . o \ EU- |71727/20-| & N -
39 Pharmaceutica| ..., . tich 16m; dung dich thé tich nho. q = Organization for
Attiki, 190009, z A A n . |GMP ]9-13 o o :
I Co., Inc Greece * Thuoce khong vO trung: vién nang climg 5 > Medcines EOF
(chtta khéng sinh beta lactam); thudc N
udng dang long; vién nén (chira khang
sinh beta lactam).
33, Yongso 2-gil,|, . ,.. - , A
*Vién nén, vién nang cung, Vién nang . .
Gwanghyewon- X I < Daejeon Regional
Yoo Young i mém, thuéc com -
. _~Imyeon, Jincheon- . L aea L eea .. |PIC/S- |2014-G1- o Food of Drug
40 Pharmaceutica *Dung dich thuoc tiém, thuoc tiém bot, N .. .
gun, R R GMP 1438 = Administration,
| Co., Ltd thuoc dong kho NI
Chungcheongbulk-, .. .. - Korea
* Sir6é khé
do, Korea
Stiefel Finisklin Business = =
" Laboratories Park Slico " Thudc khdng vé tring: thudc dung|EU-  [2013/692 S |8 Irish  Medicines
(Ireland) ’ g0, ngoai dang 16ng; dang bao ché banrin. |GMP  |5/M144 o 3 Board
o Ireland N =
Limited N ™
Plot 2 Phase I UK GMP United Kingdom's
Pharma Zone Sez 17350 o~ 1 medicines  and
Glenmark i £ R Ay . . b o
42 Generics Pithampur  Dhar|Thuoc khong vo tring: Vién nang cung,|EU- Insp GMP| & N Healthcare
Limited District Madhyar|vién nén GMP  [17350/58 g 5 Products
Pradesh  In-454 79877- — |&  |Regulatory
774 India 0001 Agency MHRA




198-202 New -
industrial ~ Area|* Thudc san xuat vo tring: Thudc ciy lstlélg MP N (9 x:;ltﬁ:ai and
43 Lupin Limited No.2, Mandideep, ghép va dang ran EU- Insp GMP 8 8 Products
P District ~ Raisen,|* Thubc khéng vé tring: Vién nang|GMP 25:515/39 S |3 Reaulator
Madhya Pradesh,|ctng; vién nén; bot pha hdn dich udng. 047-0005 g = A 2nc . 6K
IN 462 046 - India gency
E:rmacemycz 10, Dozynkowa GIF-w- | 2 |2 |Main
. |Str., 52-311|* Thudc khong vé trung: Vién nang|EU- < | .
44 Spéldzielnia , o Y \ N4022/17 S = Pharmaceutical
Wroclaw, cung; vién nén; thuoc uong dang 1dng. GMP — o
Pracy 1/13 F P Inspectorate
GALENA POLAND - —
Rue des Caillottes « © ;re:;: Natlo:c]s:
45 Laboratoires  |ZI Plaine des Isles|* Thudc khong vé tring: Vién nang cimg|EU- HPF/FR/2 8 I Mgedic?:wes and
Macors 89000  Auxerre,|chtra hormones; vién nén chira hormones |GMP  |06/2013 g E
France S < Health Products
Safety (ANSM)
Survey no 313,
314 -Block I, I, Portuguese
. I, 1V, Bachupally ~ National
Q:;)r?];ndo Village, * Thubc khdng vo tring: Vién nang EU- F1035/M g é‘ Authority of
46 | imited - Unit|Quathubullapur |cimg; thudc udng dang long; vién nén; omp  |F/001/20 © |5  [Medicines and
n Mandal,  Ranga|bot pha dung dich uéng, 14 § g Health Products,
Reddy  District, -~ I.P.
Andhra  Pradesh, (INFARMED)
India
, , . ™ «©
* A ) U . 2 —
- ﬁ:}:gjs oo |Killorglin,  Co, ticThhr‘:l‘l’(f)’ san xudtvo tring: Dung dich thél e og13/604 | S | |irish  Medicines
. ! a O
Lid Kerry, Ireland * Thude khong v6 tring: Vién nang climg GMP |1/M1035 § g Board (IMB)
—




* Thubc v trung;
+ Thubc san xuat v tring: Thudc dong
kho; dung dich thé tich nho; thudc cay
ghép va dang rin chira khang sinh nhém
Ronda de Betalagtam; \ ’ 7 < ~ Spanish  Agency
Laboratorios Valdecarrizo, 6, + Thl:loc tiét tryng CBO,IZ Dur}g dich thé EU- ES/143H § S of Drugs and
48 Tres Cantos|tich 16n; dung dich thé tich nhd. = S X
Normon, S.A . x A A e gia . |GMP |VI/14 © o Health  Products
28760  (Madrid)|* Thuoc khéng vo trung: Vién nang cimg ™ § (AEMPS)
Espana chira khang sinh betalactam; thudc dung
ngoai dang léng; thudc udng dang léng;
vién nén (chtra khang sinh betalactam,
chét doc té bao, hormon hay chét c6 hoat
tinh hormon, rc ché mién dich.)
Santen 348-3, Aza-suwa, 9 = L/I;;];tsﬁry LabOchn;
49 Pharmaceutica [Oaza-shide, Taga-[San  pham:  Oflovid, = Ophthalmic|Japan- 1504 g and ’ Welfare x
I _Co., Ltd ch(?, Inukami-gun,|Ointments GMP g government  of
(Shiga Plant) [Shiga, Japan ™ Japan
DANH SACH CO SO SAN XUAT THUOC PAT TIEU CHUAN PIC/S -GMP VA EU - GMP
Dot 24
( Theo cdng vin s6 16300 /QLD-CL ngay 23/09/2014 ciia Cuc Quén 1y Dugrc)
z & s - NHOM THUOC
NHA MAY , , ] > O|GIAY | 2 & | Z|CO QUAN } ]
STT CONG BO PIA CHI PHAM VI CHUNG NHAN (DD % CN % 5 (29 E CAP NHOM [NHOM
z = = 1 2
94 UK MIA United Kingdom's
Fleet Rickmansworth  |* T\h_uéc khong vo ’trung: thudc dung 4394 Insp N g Medicines  and
1 Laboratories Road, Watford ngoai dang 1’(’)ng; th,uéc uéng dang léng; EU- GMP/GD S g Healthcare
Limited Hertfordshire, dang bao ché ban ran (bao gom ca thuoc(GMP |P = = Products
WD18 7JJ, United|chtra hormon). 133/3787 e Regulatory
Kingdom 0017 Agency MHRA




* Thuoc vo trung:

Merck KGaA + Thudc san xudt vo trung: dung dich thé

Frankfurter Strabeltich 16n; dung dich thé tich nho (chira héc

250, A18, A31,|mdn va cac chét c6 hoat tinh héc mén);

A32, D3,D9, D11, |thuéc nho mét.

D12, D15, D24,|+ Thubc tiét tring cudi: dung dich thé

D25, D39, I11,[tich nh@ o o

N78, N79, N8O,|* TI’IU(A)C’ khong vo trung: vién nang C}ﬁ:ﬂg; EU- DE_HE 0f ¢ § Co quan thim
Merck KGaA |N90, PH5, PH16,|thuoc uong dang lf)ng; dang bao ché ran GMP 1 GMP_2 S § quyén Ditc

PH23, PH28,|giai phéng thay doi; vién nén (h6c moén 013_0005 ﬁ E

PH50, PH51,|va cac chat c6 hoat tinh hé¢c mon)

PH52, PH80,[* Thudc sinh hoc: thuéc mién dich

V40, V41, VA42,|(DNA/protein téi to hop, vac xin diéu tri

V66, V67; 64293[ung thu) ; thubc cdng nghé sinh hoc

Darmstadt, (DNA/protein tai to hop).

Germany * Thudc khac: thudc c6 ngudn goc tur

dong vat; hoat chat/ta duoc.
UK MIA United Kingdom's
Aesica North Roadl. Thube khong vO tring: thudc ubng 32496 I medicines - and
Queenborough Queenborough dang 10ng; vién nén; thuéc gdy mé dang EU- Insp GMP 8 S Healthcare
. Kent Me 11 5EL,|, ; ’ ’ T °IGMP  [32496/30 Ly =) Products

Limited i . hit. S S

United Kingdom 433 -« = Regulatory

0022 Agency MHRA




*Thudc vo tring;

+ Thudc san xuét vo tring: thudc dong
khd (chtra hormon va céc chét hoat tinh
hormon, khéng bao gdom hormon
corticosteroid va hormon sinh duc); dung
dich thé tich nho (hormon va céc chét co
hoat tinh hormon, khéng bao gom
hormon corticosteroid va hormon sinh
duc); polveri.

+ Thubc tiét tring cudi: dung dich thé
tich nho.

Alfa Via Enrico Fermi,|, L LA A , 3 g . -
Wassermann 11 - 65020 Alanno Thuoc I\<hong vO ‘t.rung. vién nang ctrng,|EU- IT/99- 8 g Italian Medicines
SPA (PE), Italy thuoc dung ngoai dang 1ong (chtra|GMP |2/H/2013 g o Agency (AIFA)
’ hormon va cac chat hoat tinh hormon, - 3
khong phai hormon corticosteroid va
hormon sinh duc); thubc udng dang long
(chira hormon va cac chit hoat tinh
hormon, khéng bao gom hormon
corticosteroid va hormon sinh duc);
thude cdm, thude ban rin, vién nén.
* Thubc sinh hoc: ché pham méau (san
pham tir t& bao/md ngudi), ché pham tir
nguoi/dong vat (san pham tir té bao/mo
dong vat)
Rottendorf
Pharma GmbH  |* Thudc khéng vo tring: thude bot (chira DENW_| o |
Rottendorf ~ |Ostenfelder Strabe|hoat chat nguy co tiém tang: tamoxifen,|[Eu- |05 _GMP_ § & |Co quan tham
Pharma GmbH|51-61, 59320|Flutamide, Clomifen va c4c chét twong|GMP |2014_001| & |&  |quyén Dic
Ennigerloh, tir) 3 “ 13

Germany




Gut No, 215/1,
215/2  Khatwad State
NE] A A A N « \JiA 4 . o)
Precise Phata, at Post: Thuoc_l(hor]g vO trung: vién nang cung; 082/2013/ ™ = Administration of
. Talegaon, Taluka-|pellet, vién nén. PIC/S- N N .
Chemipharma | .. . R 2 XA . SAUMP/ g S Ukraine on
Dindori, District:[San pham cu thé: vién nén Agomelatine;|GMP = - -
Pvt. Ltd. . " . GMP o B Medicinal
Nashik-422202, |pellet Omeprazole; vién nang Flupirtine. o o Products
Maharashtra,
India
* Thubc v trung;
+ Thudc san xuit vo tring: thubc bot
chira khang sinh nhom Cephalosporin va
Borgo San|Penicillin. - o
Haupt Pharma Michele S.S 156|+ Thudc tiét tring cudi: Dung dich thé Eu. |1T/8s- = § AIFA  ltalian
Latina S.R.L Km. 47,600-|tich nho. GMP 16/H/201 g S Medicines
o 04100 Latina|* Thudc khdng v tring: Vién nang cimg 3 E = Agency
(LT), Italia (chtta penicillins); thuéc bot (chua o
penicillin); vién nén (chaa penicillins),
dang bao ché ban ran; thuéc ding ngoai
dang long; thudc udng dang 1ong.
* Thudc vo tring: dang bao ché ban ran-
15 Brodie Hall|thubc kem, gel, m&; dung dich thudc; Mi2ota. | & |8 [Therapeutic
Pfizer (Perth)|Drive Technology|thudc tiém; dung dich rira vét thuong.  |PIC/s- Lloazal| & &  |Goods
Pty Ltd Park, Bentley WA|* Thudc khong vo tring: dang bao ché|GMP 3 g S |Administration -
6102, Australia  |ban ran-thuc kem, gel, m&; dung dich S |8 |TGA
thude.
. . * Z N A N , Z , ™ I+
e oo i o s i e oosaezs | 5| & v vt
owbridage,  -0.hoa ' geme VINlomp  1aM1063 | @ | E [Boards
Is Kildare, Ireland  [nén. 2 **




Ministry of

©
Shiono 10-8, Yaesu 2- Janan - = |8 [Health, Labour
10  |Chemical Co.,[chome, Chuo-ku,|[San phim: Thudc tiém NASPALUN GIF\)/IP 1970 SR and Welfare
Ltd Tokyo, Japan = S government  of
< Japan
* Thube vé trung:
+ Thudc san xuat vO tring: thudc dang
21st Km National|™™ va thuoc cay ghép (chug khan(i] SI,nh
nhom beta lactam),.dung dich thé tich < ™~ .
Demo Sa|Road Athens -|,, . I \ L oan — o Greek  National
. . . .|l6n, dung dich thé tich nho, thuoc dong|EU  -[47140/29- N N N
11 Pharmaceutica |Lamia,  Krioneri Kho GMP |5-2014 5 F Organization for
| Industry Attiki, 14568, L . . : S |8  |Medcines EOF
Greece + Thuoc tiét trung cuoi: dung dich thé ™ —
tich 16n, dung dich thé tich nho.
* Thudc khong vo trung: thudc dung
ngoai dang 16ng, thudc ubng dang 1ong
Tabare  1641/69| 1y« fiam thé tich nho; thude tiém thé
(Zip Code 1437),],. , A , , .
tich 16n: khdong chta khang sinh
of the of the Love A
12 .. |betalactam, chat kim té bao, hormon.
Autonomous City £ 4ne A s , ) .
. Thuoc bot vO trung: chira khéng sinh
of Buenos Aires,
. betalactam.
Argentina
* A ~ ~ N J L.
. Av. 12 de Octubre ThA’uocAkhongA vo,trung; Thu(?c b('it’ .
Laboratorio . thuoc com; Vvién nén; vién bao; thuoc Argentina
’ 4444, Quilmes . ) ) X g R < o .
Internacional (Zip code 1879) kem; gel; dung dich; hon dich: khong blc/s. 20182014 = S  [National
Argentino S.A |5 (o o of|chura khang sinh betalactam, chat kim ¢ cmp 000376 g S |Administration of
N ~ A ~ o
(Tén cii: Fadalg anos  Aires. bao, hormon. 14 2 |3 Drugs, Food and

Pharma S.A)

Argentina

* Dung dich thudc tiém, thubc dong kho:
khong chtra khang sinh betalactam.

Medical Divices.




Calle
Esquina
Locality
Industrial  Pilar,
Pilar (Zip code
1629), Province of
Buenos Aires,
Argentina

No. 8
No.7,
Parque

Thubc tiém (bao gém ca dang thé tich
16n): dung dich; hon dich; dong kho:
chia chat kim té bao; hormon, chat
chéng u budu.

Merck Sharp|770 Sumneytown|San pham: M-M-R Il (Measles, Mumps Us.CGleT 0s34- g E United States
13 & Dohme(Pike, West Point,|and Rubella Virus Vaccine Live, MSD), M.P. 14 WHO N ¥ |Food and Drug
Corp PA 19486, USA |0.5mL. < #  |Administration
* Thudc khdng vo tring: thudc udng v o
i .|Estermannstrabe [dang long. INS- b= 3 Austria  Federal
14 ;ruejg ?;uér:sal 17, 4020 Linz,|* Dugc chét: Laktulose, (E;\J/IP 480019- % % Office for Safety
Austria Hydroxyethylstarke, Hetastarke, 0024-001 § 3 in Healthcare
Pentastarke, Viastarke, Sinistrin o
3 Samokovsko ™ 9
15 Balkanpharma |Shosse Str.,|* Thudc khong vé trung: vién nang cung;|EU- BG/GMP/ N 8 Bulgarian  Drug
- Dupnitsa AD |Dupnitsa 2600, |vién nén. GMP |2013/047 g 5 Agency
Bulgaria - |




Corner Te Pai

* Thubc chira khang sinh (khéng bao
gom penicillin va cephalosporin): thubc
kem; vién nang ctng; dung dich; vién
nén.

* Thudc chtra hormon va steroid: thudc
kem; vién nang mém; kem dudng; dung
dich; hdn dich; vién nén.

* Cac ché pham (khong bao gdm

Place and Central| . ~ "= " " ) M _ < © New Zealand
B T e o Ll I et
g Lincoln, Auckland| .. g S x .g n . '|GMP 16-3-3 ) 3 Medical Devices
Ltd Siro ho; dung dich; hon dich; vién nén. S S .
0610, New £ 2 I X o Safety Authority
Zealand * Thudc chong ung thu, thuoc wtc ché
mién dich (khdng bao gom steroid): vién
nang mém; vién nén.
* Thubc khac: thudc kem; vién nang
cimg; Vvién nang mém; thudc udng nho
giot; Elixir; Gel; siro ho; kem dudng;
thudc md; thudc bot; dau goi; dung dich;
hon dich; siro; vién nén.
* 2 Chia Ping
Road #02-00 Haw
Par Tiger Balm
Building, - £ s . . \ .
Drug HOUS?S Singapore thu,o © déung ngA0a| (}ang long; d ang t??o = 3 Singapore Health
of Autralia che ban ran; thuoc uong dang long; vién|PIC/S- N C\l .
17 . 619968. (o en , Lo s ; MO00150 A D Sciences
Private . . __|nén; vién nang cung; thudc bot va thuéc|GMP © o .
. * 2 Chia Ping| ; re) S Authority
Limited com. N ™

Road # 04-00
Haw Par Tiger
Balm  Building,
Singapore 619968




BBT Biotech
* A H H
ST g i ok sl e | 5 |
BBT Biotech . e 9 PN, MENOTOPMML ey loa oMP_| & | |co quan thim
18 Sommerfeld-Ring [urofollitropin, aprotinin, corticotropin, " -1 g P Ao,
GmbH . . . |GMP  [2014_000 o o quyén Duc
28, 52499|hyaluronidase, enterobacteriaceae, lactic 9 N ~
Baeweiler, acid bacteria, yeasts, streptokokkes. e
Germany
4610 S |8 |Hean Labour
- Koishikawa, 2 o Japan- S | ’
19 Eisai Co., Ltd San pham: Methycobal Injection 500 pg 1756 = = and Welfare
Bunkyo-ku, GMP iy o
S S Government  of
Tokyo, Japan — =
Japan
* Thude khdng v tring: vién nang cung; "
. - A X 5 A 3 A (qp] —
SpeCIall ' Strada Paduni, thu’oc uong dar.lg 10£1g (lzao gom ca\thuocz EU- IT/89- = S ltalian Medicines
20 Product's Line|240-03012 chira Bacillus); thuoc com; dang bao ché aMP  |1H/2013 N S Agency AIEA
SP.A Anagni (FR), Italy [ban ran (chira hormon corticosteroid); g g gency
thude dat; vién nén. o~
* Thube v6 trung; :
Sanofi 180 Rue Jean|+ Thudc san xuat vd tring: thudc dong T ;re;rT: Natlor;g:
o i Jaures,  94702|kho; dung dich thé tich nho; thude chy|EU- [HPRFRL| 8 & [PPEY
op Maisons  Alford,|ghép va dang ran (chira chat doc té bao). |GMP  [36/2011 = | =
Industrie P L NEYIR = > Health Products
France * Thuoc sinh hoc: thuoc cd ngudn goc tir —
1w . Safety
nguoi hoac dong vat.
Dr. Willmar
* A A A triina: via ot e
Dr. Willmar Schwabe GmbH TEIUOC\ khong vo trung: }/len nanig otmg; DE BW < <
& Co. KG thudc dung ngoai dang 16ng; thudc uong b o 2
Schwabe . . A Lo g "|EU- 01.GMP_| & N Co quan tham
22 Willmar-Schwabe-|dang 16ng; thuoc bot, thude com, globuli Q PN o
GmbH&  Co. e L N - |GMP (2014 006 © o quyén Dtrc
KG Strabe 4, 76227|(chtra vi nang chtra vi lugng dong can); 9 ) S
—

Karlsruhe,
Germany

Vién nén.




Taiho

1-27,
Kandanishiki-cho,

Pharmaceutica |11Y008-KU
Tokyo, 101-8444, Ministry of
| Co., Ltd < ©
(Taiho Japan 7 Japan- p= S Health,  Labour
23 . |(224-15 Aza-|San pham: vién nang TS-One Capsule 25 407 N F and Welfare
Pharmaceutica | . L GMP 3 o
ebisuno, Hiraishi, re S Government  of
I Co., Lt . N 90
; Kawauchi-cho, Japan
Tokushima . )
Plant) Tokushima-shi,
Tokushima, 771-
0194, Japan)
Estados  Unidos|* Building 1: thudc khéng chta khéang
No. 5105, [sinh betalactam, chat kim té bao, hormon:
Localidad "El|thudc tiém dong khd; thudc tiém dang < | Argentina
- n 9 . A o < . Y — -
M.R. Pharma Tnan_gulo (1667) lo}ng, 'thuoc nho mat dang dung dich va PIC/S- 20132014 § S Natlc?nfall _
24 S A Malvinas hon dich. GMP 000781 = = Administration of
' Argentinas of the|* Building 2: thudc tiém chira hormon. 14 S S Drugs, Food and
Province of|* Building 3: thudc khéng chuia khang - Medical Divices.
Buenos Aires, [sinh betalactam, chét kim té bao, hormon:
Argentina Vvién nén, vién bao.
* A A A trinee vid (A
TEluOC l\(hong vO ‘t.rung. vién r\ang cung, . Slovenia Agency
Smarjeska cesta 6 thuoc ~dung ngoai dang long (chua 3 S for Medicinal
KRKA, d.d., 'lhormon va chét c6 hoat tinh hormon);|EU-  |450- S |8
25 Novo mesto, Lz , X L. < S Products and
Novo mesto . thuoc uong dang long; dang bao ché ban|GMP  |2/2014-2 L, o -
8501, Slovenia . L el A o . X H 5 Medicinal
ran; thuoc dat; vién nén (chira hormon va ™ o Devices

chat c6 hoat tinh hormon)




MIDC, Plot No. 8-

A2, 8B, T.T.C. INS- S |2 |Austria  Federal
Sandoz Private|Ind. Area, Kalwe|* Thubc khdng vo tring: vién nang cimg;|EU-  [481703- < Q .
26 o . . q - Office for Safety
Limited Block, 400708|vién nén. GMP |0009-001 © o in Health
Navi  Mumbai, (2/8) =g |mhealthee
India
Hill Top Industrial
Estate, Jharmajri,|* Thubc vé trung:
EPIP Phase-1{+ Thudc san xuét vd tring: thudc dong < |~ l|portucal National
Venus (Extn),  Bhatolilkho: thuéc bot dong khd (chua Floaom | S |2 ga
. . . i~ . z|EU- O N Authority of
27 Remedies Kalan, Baddi, |cephalosporin, carbapenem, chat kim té H/002/20 d S .
- ) N GMP = o Medicines  and
Limited Distt. Solan,|bao). 14 = = Health Products
Himachal + Thuéc tiét trung cuéi: dung dich thé N
Pradesh, 173205, |tich nho (chira chat kim té bao).
India
Via C. Janssen|* Thudc khdng v tring: vién nang cung; IT/150- ™ ©
g |Janssen Cilag|(loc. Borgo S.|thudc ding ngoai dang 16ng; thudc udng|EU- 10/1/201 S |8 Italian Medicines
S.P.A Michele) - 04010|dang long; thudc bot, thuéc cdm; thubc|GMP 3 g =  |Agency AIFA
Latina (LT), ltalia [phun mu; vién nén. &
Virrey Liniers 673 Argentina
H * A A ’ z H Te)
Quimica (Zip code Thuoe kh?ng R Chufl !(hang Smh_ 20132014 = 3 National
. C1220AAC), of|betalactam, chat kim té bao, hormon:|PIC/S- N C\l s
29 Montpellier . . P p . 000564 N > Administration of
SA the City Buenos|dang bao ché ban ran; thuoc phun mu. GMP 14 g =) Druas. Food and
' Aires, Argentina|* Thudc chira hormon: dang bao ché ran N & g,

Republic

Medical Divices.




* Thuoc vo trung:

r 7 5 Lo i
Janssen Turnhoutseweg [+ Thudc san xuat vo trung: dung dich thé = 3 Belgium - Federal
. L ois ) 2., \ EU- BE/2012/ N N Agency for
30 Pharmaceutica |30, Beerse, B-|tich 16n; dung dich thé tich nhd. = S .
. PSR % . :|GMP 1086 o — medicines  and
NV 2340, Belgium + Thuoc tiét trung cuoi: dung dich thé 2 PN Health Products
tich 16n; dung dich thé tich nho. o
* Thube vé trung:
. _ . + Thudc san xuat vo tring: dung dich thé < |5
Blomedica | Via Morolense 87 i 15n: dung dich thé tich nho; thube[EU-  [IT122- | & |8  |Halian Medicines
31 Foscama 03013 Ferentino bt GMP  |1/H/2014 N B Agency AIEA
Group S.P.A |(FR), Italy o o s |s geney
+ Thuoc tiét trung cuodi: dung dich thé S
tich 16n; dung dich thé tich nho.
* Thudc khong vo tring:
- Vién nang cung
- Thubc dung ngoai dang 10ng
. - Thudc udng dang 1ong a 3 Q
gy |Sanofi- ;lllgljo Eurogz:a 1ilo - Vién nén Z I T/15- & & |[ltalian Medicines
Aventis S.P.A (VA). Italia 9901 Thude bot, thube cém 5 |UHR2014| S = |Agency AIFA
’ * Sinh phim y té chua vi sinh vat duong| W N S
tiéu hoa:
- Vién nang cung
- Thudc ubng dang 1ong
* Thubc vo trung;
- Thubc tiét trung cudi: Dung dich thé
tich nho
. . _ [* Thudc khong vo tring: a ™ 9
. Via ) Cacciamali,| Vién nang cung chira Penicillin (% IT/111- § 8 Italian Medicines
33 |MiimSRL 134 - 38 25125 . ¢ \éng dang long ( |am203 | 3 S |Agency (AIFA)
. - 4 ) g 9
Brescia (BS), ltaly| Thuéc bot va thuéc cébm chaa| W Q 3

Penicillin
- Thuoc ban ran
- Vién nén chura Penicillin




. * Thudc v trung; a N s
a4 |GE Healthcare 'P[;ﬁ( Carﬁ”f(';;ﬁff - Thude tiét tring cudi: = |o012i580 | & | & |[rish Medicines
Ireland oo P+ Dung dich thé tich lon 5 |am2ss | S | S |Board
' ' + Dung dich thé tich nhé L 2 3
, A, . ©
Merck  Sharp 7_70 Sumneytown|San pham: GA_RDASI_L Quadrivalent % < 2 |United States
Pike, P.O. Box 4,,|Human Papillomavirus (Types 5 CT 0836-| & N
35 & Dohme . . . . ) S s |Food and Drug
Corn.. US West Point, PA|6,11,16,18) Recombinant Vaccine Vial| ¢ |14 WHO < S | Administration
P 19486, USA and Syringe; Vial and Syringe = — a
. ) Ministry of
o ©
Kyowa Hakko 1188_Sh|motogar|, A 2 in . = 3 S |Health,  Labour
| Nagaizumi-cho, |San pham: Thuoc tiém Leunase Inj. (JPC| O N N
36 Kirin Co., Ltd. . . & [405 < S |and Welfare
- Euii Plant Sunto-gun, L-Asparaginase 10,00 K units) s % o overnment  of
J Shizuoka, Japan S N S |9
Japan
Ministry of
o Lo
Abbott  Japan 2-1, Inokuchi 37,| ., 2 ; = = S |Health,  Labour
Co., Ltd. - :|San pham: Elthon 50mg tablets (Itopride| © N N
37 Katsuyama, Fukui . < (1895 A % land Welfare
Katsuyama hydrochloride 50mg) & @ o
Plant 911-8555, Japan = S S |government  of
L] —

Japan




* Thube vé trung:
- Thubc san xudt vo tring;
+ Thudc dong kho
+ Dung dich thé tich nho
+ Thubc cdy ghép va thudc dang rin
chira khang sinh nhém B-Lactam
- Thudc tiét trung cudi:

Ronda de| +Dung dich thé tich lon N - ~ |spanish  Agency
Laboratorios Valdecarrizo, 6, + D}mg d}Ch thAé ti?h nho = |ES/143H § § of Drugs and
38 Tres Cantos| * Thuoc khong vo trung: o = Pre)
Normon, S.A . A , f L 5 |VI/14 © © [Health Products
28760 (Madrid)| - Vién nang cung chtra khang sinh B-| g ™ N
S [(AEMPS)
Espana Lactam
- Thubc dung ngoai dang 1ong
- Thuc udng dang 1ong
- Vién nén chtra khang sinh B-Lactam
- Vién nén chaa chat doc té bao, chira
hormon hodc chit c6 hoat tinh hormon,
chtra chit tc ché mién dich; vién nén,
vién bao khang virut
* Thudc vo trung:
- Thudc san xuit vo tring:
+ Thudc dong khod
+ Dung dich thé tich nho chua
corticosteroid
Sigma-Tau  |Via Pontina Km| - Thudc tiét tring cudi: o ™ L0
39 Industrie 30,400 - 00040| + Dung dich thé tich nho (% IT/149- & & [ltalian Medicines
Farmaceutiche [Pomezia ~ (RM),| * Thudc khong vo tring: 5  |2/H/2013 © Q Agency AIFA
Riunite SPA |ltalia - Vién nang cung L = 3

- Thudc udng dang 1ong

- Thudc bot, thude com

- Thudc bén ran

- Vién dat

- Vién nén chira corticosteroid




* Thubc khong vo trung:
- Vién nang cing

_ A A 5 ©
9, Jozefow Str., iﬁugc z?ng d‘f‘“?.lgng . S [GIF-IWN{ I 2 |Main
40 Polfarmex S.A [99-300 Kutno,| u?c lfng ngoal dang ‘ong O  14022/297/ g S Pharmaceutical
Poland - Thuoce bot = |13 N S |Inspector, Poland
- Vién nén L o~ N ’
- Hon dich thube
* Thude tr dugc lidu
* Thubc khong vo trung:
- Vién nang mém
. _ A A 9 Lo
OIxoSMINKl 160, Grunwaldzka| ~MUocvonedanglons S [erwn S| E |Main
41 . |Sstr., 60-322 PR gng ang fong O  |4022/110/| & % Pharmaceutical
Pharmaceutica Poznan, Poland - Thube com = |12 g S |Inspector, Poland
Is S.A ’ - Thudc ban ran L N J P ’
- Vién dat
- Vién nén
2 Michael|, Thudc v6 trung khong tiét tring cudi:
Erakleous Street, 2o A , ] .
. . . - Thuoc bot pha tiém chira khang sinh|  q ] 9 .
Medochemie |Agios Athanassios| , . . S S S |Pharmaceutical
. nhom Cephalosporin MEDO04/2 N N . .
42 Ltd (Factory|Industrial  Area, z . . o S 5 |Services Ministry
._'| * Thuoc khong vo trung: 5 |013/002 = o
C) 4101 Agios Vign nén. via , hita kh 0 S o |of Health, Cyrus
Athanassios - Vién nén, vién nang ctmg chira khang N ™
. : sinh nhom Cephalosporin
Limassol, Cyprus.
. a ™ © [Federal Agency
Janssen . Lammerdries 55, A 1 £ = |BE/2013/ § & |for Medicines and
43 Pharmaceutica |Olen, B-2250,|Nguyén liéu lam thudc: Hat pellet o 5 P
NV Belgium 5 |013 Q2 © |Health Product of
L - S [Belgium
* A A \ A “A \ ISH
N0.290-1, Chung Thudce \;o trling lfhong t}@t trun.gA cuoi: ’ N
. . . - Thuoc bdt dong khd pha tiém chua < © .
Pfizer Biotech|Lun Village,|,, . . f s = = S |Taiwan Food
. . khang sinh nhém Penicillin O o N .
44 Corporation, [Hsinfeng, * Thube khone vé trine: o |0646 N = |and Drug Admini
Hsinchu Plant [Hsinchu, 30442, OC KROUE VO HUNE: . " Q % 3 stration (TFDA)
- Vién nén, vién nén bao phim, vién| ZT N

Taiwan (R.O.C)

nang, thudc bot




* A A A friinas vid o
I\/_Iega_ Mega Lifesciences .AThu(?C kheng Vo trur:g. vien nang cime;
Lifesciences Public  Company| Vi nén, vién nang mém
Public .. P yCu thé: vién bao Doloteffin; vién bao
Limited, Plant 2, . o ,
Company . Doloteffin forte; vién nén Ardeysedon;
- 515/1, Soi 8, .. A | o |[DE_NW._ < ~
Limited Moo vién bao duong Ardeysedon Nacht)| = — S 2
. Pattana 3 Road, Z , 01._GMP_| & ~ |Co quan tham
45 4, Soi 6, Bananoo Ardeycordal forte; vién nang cung Korea| O 2014 002 = S 3n Bt
Bangpoo gpo Ginseng; vién nang Vitamin E 600; vién| - < 3 auy
i Industrial  Estate A . . 0 — N
Industrial nang meém gelatin Knoblauch vai
Praeksa 10280/, , . ) A A
Estate, Pattana Mistel+Weifdorn; Vvién nang mém
Samutprakarn, . o N
3 Road . Alfacalcidol 0,25ug; vién nang mém
Thailand )
Alfacalcidol 1pug.
Mega Mega Lifesciences
Lifesciences |Public Company
Public Limited, Plant 1, z A A s A A
Compan 384 Moo 4. Soi 6 * Thuoc khong vo trung: vién nang mém
ompany ’ ’ '|Cu thé: vién nang Vitamin E 600; vién| o |DE_NW < ~
Limited Moo|Bangpoo A . S P = o 2
. . nang meém gelatin Knoblauch vdi 01_GMP N & [Co quan  tham
46 4, Soi  6,|Industrial Estate,|, . ) A A o - -l & S N
Mistel+Weifdorn; vién nang mém| = [2014_001 = © |quyén Duc
Bangpoo Pattana 3 Road, ) o X o - S 5
. Alfacalcidol 0,25ug; vién nang mém 7 — N
Industrial Phraeksa, Alfacalcidol 1
Estate, Pattana|Mueang, 10280 HY:
3 Road Samutprakarn,
Thailand
* Thude khéng vo tring: vién nang cting;
thudc dung ngoai dang 16ng; thubc udng
Ardeypharm dang long; vién nén; thudc bot va tra DE NW -
GmbH thude. % P S S 2
47 é::te)prharm Loerfeldstr. ~ 20,|* Thudc sinh hoc: thudc cdng nghé sinh| © %Ifl\ggf & 3 Cl? énq;?; tham
58313 Herdecke, |hoc; thudc ngudn gdc tir ngudi hodc dong a 5 % § e

Germany

vat; thude vi sinh vat.
* Thuoc dugc liéu; thuoc vi luong dong
can; nguyén liéu sinh hoc.
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16 Iliensko
Sopharma AD |Shosse Str., 1220
Sofia, Bulgaria

BG/GMP/
2013/046

Bulgarian  Drug
Agency

Vién nén Nivalin 5mg (Galantamine
hydrobromide 5mg)

EU-GMP
2/9/2013
28/06/2016

(*: Theo quy dinh phan nhdm thudc tai diéu 3 Thong tu sé 36/2013/TTLT-BYT-BTC ngay 11/11/2013 cua lién Bo Y té - Bo Tai chinh stra d6i,
bd sung mot s6 diéu cua Thong tu lién tich s6 01/2012/TTLT-BYT-BTC ngay 19/01/2012 cua lién B6 Y té - Bo Tai chinh hudng dan du thau
mua thudc trong cdc co sd y té .)




