BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Doc Lap - Tu do - Hanh phiic
86: 4959 AQLD-DK
V/v cong ty ding ky, Ha N¢i, ngay 3 thing ¥ nam2013
¢n thudc ding ky
Kiah gin:

- Céng ty Emcure Pharmaceuticals Ltd;

Dia CM;.:d Emeure House, T-184, M1.D.C., Bhosari, Pune 411 026, Matarashtra
State, India.

- Codng ty Kotra Pharma (M) Sdn Bhd;

Dia chi: No. 1, Jalan TTC 12, Cheng Industrial Estrate, 75250, Malaka,

Malaysia.

Ngay 27/12/2012, Cyc Quan 1y Duge cé cong vin s6 20162/QLD-DK gl
VPDD cong ty Emcure Pharmaceuticals Ltd tai Viét Nam y&u cdu VPDD
Emcure Pharmaceuticals Ltd tai Viét Nam béo cdo bing vin bin vé hé su dé
nghj thay déi cong ty dang ky, thay déi tén thudc di véi cdc thude Viator 2000,
SDK: VN-9651-10 va Vintor 4000, SPK: VN-9652-10 di ndp tei Cuc Quén 1y

Ducc.

- Ngay 05/02/2013, Cyc Quan I Duge nhan duge cong van gidi trinh 6
01/2013/QLD cia VPDD cdng ty Emcure Pharmaceuticals Ltd vé hé so dé nghi
thay d6i cong ty ding k¢, thay d8i tén thudc d6i véi cc thude Vintor 2000,
SDX: VN-9651-10 va Vintor 4000, SPK: VN-9652-10 d3 ndp tai Cuc Quan Iy
Duge theo yéu céu tai cong van 88 20162/QLD-DK ngay 27/12/2012 cha Cuc
Quin 1y Duge, theo dé cong ty x4c nhan:

+ Con ddu trén Dan dé nghi thay ddi dé ngay 2418/2011 diing 1d con
ddu cia cong ty Emcure Pharmaceuticals Lid mdc dR ngudi ky khong c6 thdm
quyén (khong phdi 1a thanh vién cda Ban Gidm déc valhodc ngwdi dwoc vy
quyén ciia Emcure Pharmaceuticals Lid trong viéc ky cdc gidy to c6 tién quan);

+ Chit ky trong hd so b& sung thay dbi dé ngay 28/5/2012 khong phdi
cia ngudi ¢ thdm quyén (nhu trén) ddng thdi con ddu sit dung trong hé so ndy
ciing khéng phdi ciua Emcure Pharmaceuticals Lid.

- Nhir vy cong ty Emcure Pharmaceuticals Ltd d& dé cho ngudi khong c6
thim quyén ki va-si dung con dfu dring clia cong ty dé ky va déng dfu Pon dé
nghi thay d6i d§ ngiy 24/8/2011.

Ngay.28/13/2012, Cuc Quin 1y Due ¢ cdag vin s6 20019/QLD-DK gii
cong ty Kotra Pharma (M).Sdn Bhd yéu céu cong ty Kotra Pharma (M) Sdn Bhd
béo cdo biihg van bin vé viéc cOng ty Emcure Pharmaceuticals Ltd ¢6 thda thugn
véi cong ty Kotra Pharma (M) Sdn Bhd vé thay d6i ten thuGc va thay ddi cong ty
dang ky d6i vé1 thuGc Vintor 2000, SDK: VN-9651-10 va Vintor 4000, SPK:
VN-9652-10. Tai cng viin ndy Cuc Quin 1 Duoc di o6 ¢ ki€a néa sau thdi han
30/12/2012 cong ty khong g béo cdo thi Cuc Quin I§ Dirgc s& xem xét xit ly
theo dé nghy cha VPPD cong ty Emcure Pharmaceuticals Ltd. Pén nay Cuc
Quén 1§ Duge chura nhan duge béo cdo cha cong ty.

Cin c& Théng tu s6 22/2009/TT-BYT ngiy 24/11/2009 cha By Y t&€ Quy
dinh viéc diing k¥ thuéc, Thong tu s6 04/2008/TT-BYT ngdy 12/5/2008 cia Bo



Y t€ huéng din ghi nhin thuéc va bdo céo ciia VPDD cong ty Emcure
Pharmaceuticals Ltd néu trén:

Cuc Quién 1y Duoc théng béo nhu sau:

1. D&i vdi cong ty Kotra Pharma (M) Sdn Bhd:

1.1. Dinh chi hi€u luc cdc cong van s6 10763/QLD-DK va 10764/QLD-
DK ngay 23/7/2012 cha Cuc Quén 1y Duge vé viéc cho phép thay déi cdng ty
dang k¢ vA thay ddi ten thude déi véi céc thuée Vintor 2000, s6 ding ky VN-
9651-10 v Vintor 4000 s8 dang ky VN-9652-10.

1.2. Yéu cdu cong ty Kotra Pharma (M) Sdn Bhd nghiém tic thuc hién
ddng chc quy dinh clia Vit Nam vé luu hanh thuc va bdo cho gidi trinh vé viee
khong thire hien cdc yeu cdn tai cong vin s6 20019/QLD-DK ngay 25/12/2012
cua Cuc Quén ly Duge. Bdo cdo gii vé Cuc Quin I¥ Dutge tnuée ngay 05/4/2013.

Qu4 thdi han trén, n€u khong nhin duge bio céo clia cdng ty, Cuc Quin Iy
Duoe s& ciin o cdc qui dinh hi¢n hanh d€ ¢6 bién phép xt Iy thich hop déi véi
hanh vi vi pham qui dinh tai khodn 2 Diéu 3 cia Théng tv 22/2009/TT-BYT
ngdy 24/11/2009 cia BO Y té.

2. D6i véi cong ty Emcure Pharmaceuticals Lid:

2.1. Khong duoe st dung s6 dang ky VN-9651-10 d46i véi tép thudc cii
Vintor 2000, s dang ky VN-9652-10 a4i véi tén thubc cii Vintor 4000 va cong
ty dang k¥ cii Emcure Pharmacenticals Ltd d8 nhap khéu thuéc vao Vi¢t Nam
cho dén khi céng ty Emcure Pharmaceuticals Ltd gidi quyét ddt diém v6i cong ty
Kotra Pharma (M) Sdn Bhd vé c4c thda thuin lieh quan dén cic hd so thay déi
cong ty ding k¥, thay ddi tén thudc d6i voi cdc thudc néu trén v cé bio clo két
qua vé Cuc Quan 1y Dugc,

3. Cuc Quin 1y Dugc s& xem xét gidi quyét sau khi hai cong ty Emcure
Pharmaceuticals Ltd vi Kotra Pharma (M) Sdn Bhd c6 théa thuin va b4o céo
chinh thitc cho Cuc Quin 1y Duge vé& ndi dung céc thda thueén 4 dat duoc.

Cuc Quin 1y Duge thong bdo d€ cong ty biét va thire hién ddng cdc quy
dinh clra Viét Nam v& luu hanh thusc./.

KT. CUC TRUGNG

Nai nhgn:

- Nhu trén;

- Téng cyc Hai quan - BY Tai chinh;

~ Cfic cong ty xuft nhip khdn duge philm tryc tiép;
-La: VT, BKT (AT).




