CONG TY CO PHAN CONG HOA XA HQI CHU NGHIA VIET NAM

DUQC PHAM CUU LONG Doc lap - Tw do - Hanh phiic
S6: 4% /CTD Vinh Long, ngay 18 thdng 7 ndm 2018

V/v: Giai trinh thong tin trén bao chi

Kinh giti: - UY BAN CHUNG KHOAN NHA NUGC
- SO GIAO DICH CHUNG KHOAN TP.HCM

Cong ty ¢b phan Duogc phadm Ciru Long (Dugc Ciru Long) xin giri 101 chdo tran trong
dén Uy ban Chung khoan Nha nuée, S& Giao dich Chtrng khoan TP.HCM

Thuc hién Cong vin sb 1107/SGDHCM NY ngay 17/7/2018 ctia S¢ Giao dich Chimg
khoén TP.HCM, Céng ty xin cung cép thong tin nhu sau:

Ngay 13/07/2018 Cuc Quan Iy Duogc - BO Y té da ¢6 cong van sb 13 124/QLD CL thong
bdo vé viéc dinh chi lwu hanh 23 thube thanh phdm dugc san xuét tir nguyén li€u
Valsartan do Cong ty Zhejiang Huahai Pharmaceutical Co, Ltd - Trung Qudc san xut
cua cac cong ty duge trong nude nhu: Cong ty CPDP Trung uong 2, Cong ty ¢d phan
Héa dugc Viét Nam, Cong ty b phén dugc phdm OPV, Céng ty ¢b phan nhép khiu Y
t¢ DOMESCO, Cong ty cb phan PYMEPHARCO, Coéng ty TNHH Lién doanh STADA
Viét Nam, CTCP Dugc pham Ciru Long.

Viéc dinh chi trén xuét phat tr Co quan quan ly duoc phim Chau Au (EMA), Co quan
quan ly duge Canada va mdot sb co quan quan ly dugc khéc da c6 théng béo thu hdi céc|| =
thubc chtra Valsartan duge sdn xuét tir nguyén liéu Valsartan do Cong ty ZheJlang\
Huahai Pharmaceutical Co, Ltd - Trung Quéc san xuAt. Nguyén liéu nay dugc phét hién
chtra tap chit N- -nitrosodimethylamine (NDMA) ¢6 nguy co gdy ung thu.

- Ngay sau khi nhan duoc cdng vén ctia Cuc Quan ly Duoc, Cong ty ¢ phan Dugc phim
Ctru Long dé nglmg ngay viéc stt dung nguyén liéu néi trén trong sn xuét thudc thanh
phém va ngay 14p tirc giri Béo cdo dén Cuc Quan Iy Duoc - Bo Y té.

- Trén thyc té, viéc nhap khau nguyén lidu, thanh phan hoat chit Valsartan ctia Coéng ty
Zhejiang Huahai Pharmaceutical Co,Ltd ctia Duoc Ciru Long da duge Bo Y Té cép
phép dé san xudt cho Valsartan 80, s6 visa VD-27843-17, tuy nhién do s6 ding ky
niy vira dwoc cip phép nén Duge Ciru Long chua dwa cic sin phim thude
VALSARTAN thugc di¢n bi dinh chi ra thi truong.

Vi viy, ¢6 thé khzzlng dinh tinh t6i thoi diém hién tai 1a tit ci sén pham lién quan
nay ciia Dwgc Ciru Long vin c¢on luu kho (v6i gid tri khong ddng ké) va chua dwoc xuit
ban ra thi tru’(‘)’ng (Dinh kém Danh muc 1: céc thudc dinh chi luu hanh va thu hdi dinh kém
Céng van s6 13441/QLD-CL ngay 13/7/2018 cua Cuc Quan Iy Duoc - Trong danh muc cdic
thubc dinh chi nay khong cé ciia Duwogc Citu Long).



Vé chuyén mén, Duoc Ctru Long phét trién cac san phim generic dua trén cac nguyén
liéu lam thuéc dat tiéu chudn duoc dung dung cho ngudi va c6 diy du tai liéu ky thuat ¢ dang
ky visa tai Cuc Quan ly Dugc va phai duoc Cuc Duoge chap thuan. Truong hop nguyen liéu
Valsartan do Cong ty Zhejiang Huahai Pharmaceutical Co.,Ltd, Trung Qudc san xudt kiém tra
chat luong dat theo Dugc dién M§ (USP 38). Nguyén li¢u nay dugc phat hién chta tap chét
N-nitrosodimethylamine (NDMA) ciing “ngoai tim” ddi véi céc cdng ty phét trién san phim
thubc generic.

Véi nhitng thong tin trén day, Dugce Ctru Long kinh giri dén S¢ Giao dich Chung khoan
TP.HCM va mong mudn duoc Quy S& thong tin dén nha du tu dé ho yén tim diu tu vao cb
phiéu ciia Duoc Ctru Long; va véi nhitng dinh huorng phat trién trong thoi gian t6i, Dugc Ctlru
Long cam két thuc hién cac hoat dong san xuét, kinh doanh vi loi ich ctia nha dau tu va stc
khoe cong ddng.

Xin chan thanh cam on.

Tran trong./.

Noi nhin:
- Nhu kinh gui;
- Luu PHCNS.

Trinh Quéc Khinh
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DANH MUC 1: CAC THUOC PINH CHI LUU HANH VA THU HOI
DINH KEM CONG VAN SO/344/ /QLD-CL ngay A3(F{20(%

1. Danh muc cic thudc thanh pham trong nuée dwge san xuat tir nguyén liéu Valsartan do Cong ty

Zheijang Huahai san Xuat:

STT Tén thubc Hoat chit S6 PK Nha san xuit
- Valsartan 160 mg; Cong ty ch phém Dugc
1 [Feginm Hydroclorothiazid 25 mg VD2T012:17 pham Phuong Pong
2 | Cardipino 80/12,5 Y;lssgf;a“ 80mg; Hydroclorothiazid | 1y »e398 17 | Cong ty cb phin SPM
3 | Rusartin Valsartan 80mg VD-11322-10 gg“mg S Hneesel Vit
4 | Divales Valsartan 160mg VD-21500-14 Cong ty TNHH Duoc
5 , ' pham Shinpoong
Divales Valsartan 80mg VD-21501-14 Beewoo
6 | Valsgim 160 Valsartan 160mg VD-23494-15 ’
) — Chi nhanh cong ty co
¢ Valsgim-H 80 YZa Iss;r;an Bl gy Eiyeiaclonibingld | ypyondesqs phan dugc phdm
' . Agimexpharm- Nha
Valsgim 80 Valsartan 80mg VD-23495-15 méy san xudt dugc
Valsgim BSOS | ooatn 160105, VD-25129-16 | Pham Agimexpharm

Hydroclorothiazid 12,5 mg




2. Danh muc cac thudc thanh phfim nuée ngoai dwge san xuiit tir nguyén liéu Valsartan do Cong ty

Zheijang Huahai sin xuit:

Hoat chat, ham

Cong ty dang

STT | Tén thude S6 ding ky Nha san xuat Dia chi SX
lwong | ky
| | Valsacard | Valsartan 160mg | VN-17144-13 | Polfarmex S.A | Polfarmex 5.4 | °Jozeiow Street, 99-
300 Kutno, Poland
9 Jozefow Street, 99-
2 Valsacard | Valsartan 80mg VN-17145-13 | Polfarmex S.A | Polfarmex S.A 300 Kutno, Poland
: Valsartan 160mg . 2 : Avda. Barcelona, 69
3 | Valbelis | ochlorothiaz | VN-17296-13 | $o08 Y c0 | Laboratorios | 4e674 sant joan Despi
160/25mg | . phan DP Phano | Lesvi, S.L. ;
ide 25mg (Barcelona), Spain
; Valsartan 80mg; Cong ty ¢ ; Avda. Barcelona, 69
4| Yalbelis |y rochlorothiaz | VN-17297-13 | phanDP Pha | :2°O™OOS | 08970 Sant Joan Despi
80/12.5mg | . Lesvi, S.L. .
ide 12,5mg no (Barcelona), Spain
Valsartan 80mg; Torrent Torrent Indrad-382721, Dist.
5 Valzaar H | Hydrochlorothiaz | VN-17796-14 | Pharmaceutical | Pharmaceutical Mehsana, Gujarat,
ide 12,5mg s Ltd. s Ltd. India
i Torrent Torrent .
6 Taniodio Valsartan 40mg | VN-18475-14 | Pharmaceutical | Pharmaceutical ey ].:)l'St'
40 < Titd s Led Mehsana, India
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