BQ YTE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Pc lap - Ty do - Hanh phiic

$6:9533 /QLD-PK Hé Ngi, ngay 0F thang O} nam 2017
V/v dinh chinh danh myc nguyén
liéu duge chét 1am thude dugc
phép nhép khiu khéng yéu cu
GPNK ciia thudc trong nuéc da
dugce cip sé dang ky

Kinh giri: Co s& dang ky, san xuét thubc trong nude

Cin ctr Luat Dugc s6 105/2016/QH13 ngay 06/4/2016;

Cin clr cdng vin sd 81/2017/0PV-DK d& ngay 18/5/2017 ciia Cong ty ¢b phin
dugc phdm OPV vé viéc dinh chinh thong tin cong bé nguyén lidu duge chit lam
thudc khong yéu ciu gidy phép nhap khéu cta thudc trong nudr,

Céng vin sb6 136/2017/CV-SK d& ngay 10/5/2017 ctia Cong ty cb phin duge
phim Sao Kim vé viéc dinh chinh thong tin cong bb nguyén liéu;

Cin cir céng vin s6 0417-227/DAV-RA @ ngay 14/4/2017 ciia Cong ty ¢b
phén Fresenius Kabi Bidiphar vé viéc dinh chinh thong tin c6ng b nguyéen li¢u dugc
chét 1am thudc khong yéu ciu gidy phép nhap khiu cua thude trong nuée dot 157;

Ciin cir cong cin sé 211/UIP-2017 d& ngay 05/05/2017 cia Cong ty TNHH
United International Pharma vé viéc dinh chinh danh muc nguyén liéu hoat chét lam
thudc duge phép nhap khiu khéng yéu cdu GPNK cua thudc trong nudc di duge cp
SDK dot 154, 155;

Cian cr cong vin sd 123/CV/DPSH/17 d& ngay 29/05/2017 cia Céng ty cb
phan dugc phim va sinh hoc y té vé viéc dinh chinh tén va dia chi nha san xuét duoc
chit trong quyét dinh ddng y thay ddi bd sung hd so dang ky thubc;

Cin clr cong vin s6 04/2017/RD-LD dé ngay 05/05/2017 cia Cong ty TNHH
lién doanh Hasan-Dermapharm vé viéc dinh chinh thong tin nguyén liéu dugc chat
lam thude duge phép nhap khiu khéng yéu ciu GPNK ciia thuc trong nudc da dugc
cép SPK nam 2013, 2014;

Cin cir cong vin s6 19/2017/RD-HS @ ngay 06/05/2017 cia Céng ty TNHH
Hasan-Dermapharm vé viéc dinh chinh théng tin nguyén liéu dugc chit lam thubc
dugc phép nhap khiu khéng yéu ciu GPNK ciia thude trong nude di duge cip SDK
nim 2013, 2014;

. C#n cr cbng vin sb 17/2017/RD-HS dé ngay 20/04/2017 cia Céng ty TNHH
Hasan-Dermapharm vé viéc dinh chinh théng tin nguyén liéu hoat chit lam thubc
dugc phép nhip khiu khdng yéu cdu GPNK ciia thude trong nuée di duge cép SPK;

Cin cir cong vin sé 03/2017/RD-LD dé ngay 20/04/2017 ciia Cong ty TNHH
lién doanh Hasan-Dermapharm vé viéc dinh chinh thong tin nguyén lidu hoat chét
lam thudc duoc phép nhap khau khdng yéu cdu GPNK cia thude trong nude da duoc
cip SPK

Cuc Quan ly Dugc thong béo:

Coéng bé danh muc nguyén liéu duge chit 1am thudc (trir cac nguyén liéu phai



kiém soat dic bl¢t) dugc phép nhap khau khong yéu cau phai co glay phép nhép
khdu cia cac thude trong nude da duge cap sé dang ky luu hanh theo cac danh muc
dinh kém.

Nbi dung dinh chinh trong danh muyc kém theo Cong vin nay thay thé ndi dung
d6i véi 41 thude da cong b6 kém theo Cong van s§ 5201/QLD-PK ngy 20/04/2017,
21380/QLD-BK ngay 28/10/2016, 24354/QLD-PK ngéy 12/12/2016, 2492/QLD-
BK ngay 06/03/2017, 3570/QLD-DK ngéy 27/03/2017 cha Cyc Quan ly Dugc.

Danh myc nguyen liéu dugc chét duge cong bd néu trén dang tai trén trang
thong tin dién tir cia Cyc Quan ly Du'qc tai dja chi: http://www.dav.gov.vn

Cuc Quan ly Dugc thdng bo dé cong ty biét va thyuc hién./.

Noi nhin: KT. CUC TRUONG
- Nhur trén;

- TT. Truong Quéc Cudng (dé b/c);
- Tdng Cyc Hai Quan (dé phéi hop);
- Website ciia Cyc QLD;

- Lwu: VT, DKT (PT).

guyén Tat Dat



DANH MUC NGUYEN LIEU LAM THUOC BUGC PHEP NHAP KHAU KHONG YEU CAU GIAY PHEP NHAP KHAU
THUOC SAN XUAT TRONG NUGC DA BUGC CAP SO DANG KY
(Dinh kém cdng vin so4T3. OLD-DK ngay 6}/ 0¥ /2017)

Thudc thanh phim Nguyén liéu hoat chit
i :
Sk bt Nhf::f Tiéu chudn Tén mute
. " I{y?mfhénlf ﬂ; i | Téncosisin | Ténnguyénliéu | chatlwong | Téncosisin | Diachi costsinxudt | sanxudt
e dﬁngg xuilt thude lim thubc | ciia nguyén | xudt nguyén liéu nguyén lign nguyén
l ik lieu i
Survey No. 10, LD.A,,
Levecetam Cong ty CPDP ; . .| Gaddapotharam, Jinnaram i
1 750 VD-21672-14 | 19/09/2019 0PV Levetiracetam | USP34/NF29 Hetero Drug Limited Mandl, Medak Distict India
Andhra Pradesh
Céng y CPDP Shanghai Ajinomoto| No. 718, East Rongle Road,
2 (Opezimin | VD-22200-15 | 09/02/2020 g()PV L{-} Arginin HCI BP2010 | Amino Acid Co., |Songjiang District, Shanghai,| ~China
Ltd China
Lansoprazole enteric FI_FI“’ Additional
Cong ty CPDP Inventia Healthcare |~ Ambernath M.LD.C ;
3 |Ulcerlex 30 | VD-22505-15 | 26/05/2020 coated pellets NSX : India
OPV 8 SY%ulw PvtLtd Ambemalf! {East) - 421506,
Dist Thane
Congty CPDP Calcium 56, rue Paul Cazeneuve - BP
4 |Calcical VD-22961-15 | 09/09/2020 PV glycerophosphate NSX | Givaudan Lavirotte 8334 France
50% F-69356 LYON CEDEX 08
\ oo g Peter Merian Haus, Peter
P 0,
5 [oeigans00 | VD3620.1 | sy | CPBDCFOP | AsmeASO | vy DSP“:';;‘:‘I::’:” Merin-Strasse 80,4052 | Switaerand
g Basel, Switzerland




Morepen Village, Nalagarh

Congty CPDP | Atorvastatin calci Morepen Road, Near Baddi, Dist. ;
6 |Atovast 10 | VD-2441-16 | 2303720121 OpPV trihydrat micronised USP 34/NF29 Laboratories Limited)Solan; Himachal Pradesh; 173 il
025
102, Titan House, 60 feet
. . Road,
7 [Fenofin200 | VD-24826-16 | 15/072021 Cﬁngotl{\(’!PDP F"“”g:;a‘t:fi"le“ NSX T'mpljtbﬁzm“ Bark of Maharasirs, | India
' Ghatkopar (East), Mumbai -
400075, India
Unit 2 Chippada Village,
. i s i Annavaram
8 E;: ameihy VD-25234-16 | 05/09/2021 Cﬁngotl{‘(;,‘PDP l::w;r)::ﬁ: ;:in BP2013 bat SL[;;I::;MES Post,Bheemunipatnam India
4 Mandal Visskhapatnam Dist,
Andhra Pradesh - 531 162
st F1-F1/1, Additional
Inventi 1D.GC, :
9 |Prazex30 | VD-25245-16 | 051092021 Cﬁngot;‘(;PDP caated pellets NSX ""’"‘&I’fﬁmm Am:;:‘:hm&g{gﬁm India
8.5%wiw : , !
Dist Thane.
Cong ty CPDP Raleigh Plant 8801 Capital
10 (Tydol plus | VD-25249-16 | 05/09/2021 gotly,v Paracetamol | USP36 | MallinckrodtInc | Boulevard Raleigh NC | USA
27616 '
Céngty CPDP Novaeyl (i) ¢ . S Xi Road, Wi
11 |Tydol pluis | VD-25249-16 | 05/09/2021 gOPV Paracetamol USP36 | Pharmaceutical Co,, gJiangsu *77 China
Lid.
102, Titan House, 60 feet
Congty CPDP | Fenofibrate pellets Titan Laboratories | Road, Bank of Maharashtra, :
12 {Osefib200 | VD-257S-16 | 1571021 | b Bt NSX Pl | Ghakopr (e, Murt | ™
400075
321 Bangpoo Imdustrial
; Estate, Moo 4, Sukhumvit
1 {Detasin | vD2s1015 | 25052020 | €YD pcig ey | USP 35 o (L0 Road prcksabumg, | Thaod
Samutprakam 10280,
ThaiLand




Cong ty TNHH

; Magnesium . .
) United ; Chemin du Vallon du Maire -
14 |Kremil Gel | VD-25066-16 | 15/07/2021 International Hydroxide USP 30% |  USP 35 SPI Pharma Inc. 132400 Septemes Les Vallons France
Mg(OH)?2 paste
Pharma
Céng ty TNHH
- United Dry vitamin A acetate Malmparken 8, DK-2750,
15 |Obimin VD-25517-16 | 05/09/2021 International type SO0 TCCS BASF Balleup Denmark
Pharma
Cong ty TNHH ”
: s Plot No. K1 Additional
5 . .
6 losimn | vD2ssir16 | osuonoyy | Unied | ViaminDody850- o Pramul ENPNSE | g 300, | ndi
International 40 Limited Raizad Maharashira
Pharma =
C“"%ESHH I— Hubei Huazhong. | No. 71 West Chunyan Road,
17 |Obimin VD-25517-16 | 05/09/2021 e 97.98% DC TCCS  |Pharmaceuticals Co., Xlangyanggty, Hubei China
Ltd Province
Pharma
Cong ty TNHH
Y United h o 57, Oehang 4-gil, Gunsan-si,
18 |Obimin VD-25517-16 | 05/09/2021 nernatonal Riboflavin TCCS BASF eallibukdo Korea
Pharma
Cong ty TNHH
" United o 68, Huangge Dadacbei, :
19 |Obimin VD-25517-16 | 05/09/2021 nfemational Niacinamide USP 33 DSM Nansha Distrit, Guangzhou China
Pharma
Cén%z;?m{ Pyridoxine Zhejiang Tianxin No. 215, Fengze Read
20 |obnin | VDSSI716 [oso9mat | O hydoctlonde DCBS  TCCS | Phamaceutcl Co, | ey | Chim
) Ltd
Pharma
Céng ty TNHH
¢ v United . Carl-Bosch-Strasse 38, 67056
2 |Obimin | VD2sS17-16 | osiog2t | | Caleium pantobenate| - USP37 BASF Ludvwigshafen Germany
Pharma
3
beivi owid




Cong ty TNHH

: . Aland (Jiangsu) . -
- United Sodium ascorbate SA{ . Jiangsan Road, Jingjang, ;
22 |Obimin VD-25517-16 | 05/09/2021 R 9DC TCCS Nutraces:;cal Co, Jiangsu (214500) P. R China
Pharma
Cﬁ“%wm Zueigniederlassung Werk
23 [Obimin VD-25517-16 | 05/09/2021 : Folic acid UspP37 DSM Sisseln, Hauptstrasse 4, 4334 | Switzerland
[nternational Sisseln
Pharma
Céng ty TNHH Salvi chemicals Plotho. E.%, 91’95’
United iyl | DG, Tarapur-Bose
2 |obimin | VD25517-16 | 051092021 " Ferrous fumarate | USP390 | "om eS| Thane, Tarapur-401506 | India
International (Export; Thirumalai
Pharna ondeckady | ok MG T
Boisar, District: Thane-zone4
Cong ty TNHH
L United Copper sulfate Frankfuter Strafle 250, 64293
25 |Obimin VD-25517-16 | 05/09/2021 Intermational alydrone BP 2013 Meck KGaA Darm Stadt Germany
Pharma
Congty TNHH
» United S Frankfuter Strafle 250, 64293
26 |Obimin VD-25517-16 | 05/09/2021 —— Potassium iodide USP37 Meck KGaA Darm Stadt Germany
Pharma
Cong ty TNHH
.. United Calcium lactate . Arkelsedijk 46, P. O Box 21, | Nertherland
27 |Obimin VD-25517-16 | 05/09/2021 Intermational - USP37 | Purac Biochem by 1100 AA Gorichem | (Hollad)
Pharma
C"“%E’i:fm{ Vung Zip Chenia | 1701 R Yout
28 |Dolfenal VD-25561-16 | 05/09/2021 —— Mefenamic acid BP 2015 Ind, Co, Lid. Industrial l_)lstnct, Dajia, | Taiwan
Taichung
Pharma
0““%;’,3‘"“ ol rgaics 0102240 A,
29 [Neo-Pyrazon | VD-25562-16 | 05/09/2021 o Diclofenac sodium |  USP37 * GIDC, Vapi-396195 | India
International Ld. )
Gujarat
Pharma
4
\ T |




Cng ty b phén Quilu antibiotics .
3 VD-25824-16 duge phém vi sinh USP37 | Phamaceutical Co, ng'flwn?ﬁﬁ"gﬁm China
Batimin 125 15112021 | hocyth Cefdinir L g :
Cong ty TNHH EP7 Pharmaceutical ;
31 [Rosenax 5 | VD-25477-16 | 05/09/2021 Hasan - Sodium risedronate EP$ Works Polpharma lggmﬁ:zg:;ﬁgifm Poland
Dermapharm EP9Y SA ¥ “
No. 31, Weisan Road,
Simtanin 20 Céng ty TNHH EP7 Shangyu Jingxin |  Zhejiang Hangzhou Bay
3 AN yDasor66 | 15112021 | Hasan Simvastatn EPS |Phamaceutical Co,| Shangyu Industrial Area, | China
me Dermapharm EP9 Ld Shangyu City, Zhejiang
Province
USP 36
Céng ty TNHH s g 2 | y
. . USP37  |Laboratorio Chimico| Via Benvenuto Cellini 20,
33 (Galeptic 300 | VD-21097-14 | 12612019 Hasan Gabapentin USP3S | Itemezional SpA.| 20090 Segrte (Milan) Italy
Dermapharm
USP 39
Congty TNHH Fluoetine 32; ;g Via Livelli 1, Frazione
34 |Flutonin 10 | VD-19181-13 | 19/06/2018 Hasan - ; Sifavitor S.p.A. | Mairano, 26852 Casaletto ltaly
Dt hydrochloride USP 38 Lodiciano (L0
iy USP39 gion (LO)
Cong ty TNHH Fluoxefine 3:11: ;g Via Livelli 1, Frazione
35 [Flutonin20 | VD-19182-13 | 19/06/2018 Hasan - : Sifavitor Sp.A. | Mairano, 26852 Casaletto |  Ialy
Bt hydrochloride USP 38 Lodiziano (LO
rmapl USP39 igiano (LO)
Cong ty TNHH .
; EP7 Pharmaceutical
Hasadolac Lién doanh 19 Pelpliiska Str., §3-200
.25492- EP$ W ?
36 500 VD-25492-16 | 05/09/2021 Hasan - Etodolac ol Oﬂtsls’ﬂphma Starogard Gdaisk Poland
Dermapharm |
Plot No. 14,99 & 100, IDA
Aspel vy EP7 | Mylan Labortries | Pctamslaram P I
37 [P v a6s80-17 | 0610212022 Fluconazol gpg | A Patanchery, Medek Distict- | India
150 Hasan - EP9 Limited
Db 502307
Andhra Pradesh
5
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USP 36

Céng ty TNHH Pharmaceutical y
38 bt ps | VD-I8541.1 | 16012018 |Lindom Hosn | ytrchlonohiie | Uon " | Works Pophama | P oS0 pog
USP38 Starogard Gdanski
Dermapharm SA
USP39
. USP 36 A-101, Alaknands,
T Cong ty TNHH
39 [Miezin 101 yryjaca.13 | 1810172018 [Lién doanh Hasen | Zinc ghuconate skt Kl | Amoabeb Varl Mg TRS|
mg Demphatin UsP38 International | III, Borivali (W), Mumbai -
USP39 400092
USP 36 A-101, Alaknands,
s Cong ty TNHH '
0 DI |y | 0010 [Lndonh B | Zicgheonte | Ul | KoPael o jAmashehbarak Mg THY g
mg Reas USP 38 Intemnational | IIT, Borivali (W), Mumbai -
P USP39 400092
Congty TNHH BP20IS | Phammaceutical .
o lalozam | VD-2054416 | 04032019 [Lin doanb Hasan|  Piraoctan | BP20I6 | Works Pophama '9';1';2;1‘;2‘;;“8;2"" Poland
Dermaphatm BP 2017 SA




