UBND TiINH DONG NAI CONG HOA XA HQI CHU NGHIA VIET NAM
SO Y TE Doe lap — Ty do — Hanh phic

Sé: 99 /SYT-NVD Déng Nai, ngay 0D thing 04 nam 2019
V/v rat sb diang ky luu hanh thude
ra khoi danh muc cac thude duge
cp sb dang ky tai Viét Nam.

Kinh gui:
- Giam déc cac don vi truc thuge So Y té:
- Trudmg phong Y té cac huyén, thi xa Long Khanh,
thanh phé Bién Hoa;
- Céc co s6 ban buén thudce trén dia ban tinh.
(Sau day goi la cac don vi)

Thuc hién Quyét dinh s6 856/QD-QLD ngay 28/12/2018 ctia Cuc Quan 1y Duge- Bo Y té
vé viée mit sd ding ky luu hanh thuéce ra khéi danh mue cac thude duge cdp sé dang ky
tai Viét Nam; Glam déec S Y té Déng Nai théng bao:

1. Rut sd dang ky luu hanh thudc ra khoi danh muc cac thude duge cép 5O dang
ky tai Viét Nam céc thube trong danh muc ban hanh kém theo Quyét dinh s 856/QP-
QLD ngay 28/12/2018 ctia Cuc Quan ly Duoc - Bo Y t8.

Ly do: Céc thuée trong danh muc khéng dugc tiép tuc cép phép luu hanh tai An
D6 hoac han ché [uu hanh tai An bé.

2. Giao Trudng Phong Y té cac huyén, thj xa Long Khanh, thanh phd Bién Hoa
¢d trach nhiém gui thdng bao cho cac co s¢ ban 1é, cac co s sir dung thude ngoai cong
l&p trén dia ban quan ly; kiém tra va gidm sét céc co s thue hién thong bao; xur 1y
nhitng co s& vi pham theo quy dinh hién hanh.

S& Y té 58 to chirc giam sat, kiém tra, cac co so thue hién thong bdo nay./.

( Binh kem Qwver dmbr 56 856/0D-QLD ngay 28/12/2018 ciia Cuc Quan Iy Dupe- Bé Y té va
danh muc thuée rit sé dang ky)
Noi nhin:

- Nhur trén; .. GIAM DOC-/
- BGD SYT (béo cdo); T

- Phong PC15 Cong an Bdng Nai;
- Chi Cuc QLTT Béng Nai;

- BVDK Cao su Ddng Nai;

- Bv tam than TW?2

- TTKN, Thanh tra §&, P. QLHN,

- Trung tdm TT-GDSK;
- Website S0 Y té Dong Nai
- Luur VT, NVD.

S 2 - Phan Dinh Phung, phudmg Quang Vinh, thanh phé Bién Hoa, tinh Bdng Nal
DT {02513) 942641, Fax: {02513) 847269, Email syt@donanai.eov, vn, Website syt dongnai.gov vn




BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Doe 1ap - Tu do - Hanh phic
86 . §§6 /QB-QLD He Ngi, ngay )¢ thang ;7 nim 2018
QUYET DINH

VE vige rut sb diing ky lwu hanh ra khéi danh muc cac thube dugc C‘lp 50
ding ky lwn hanh tai Viét Nam

CUC TRUONG CUC QUAN LY DUQC
Can cir Ludt Dugc ngay 06 thang 4 nim 2016;

Cén cua Nght dimh 54/2017/ND-CP ngay 08/05/2017 cua Chinh phtr Chinh
phu quy dinh chi tiét mdt 56 diéu vé bién phap thi hanh Luét duoc;

Cén cu Nghi dinh 50 155/2018/ND-CP ngay 12/11/2018 cua Chinh phu
swa doi mot s6 quy dinh lién quan dén dicu kién dau tu kinh doanh thudce pham
vi quan ly nha mrdc ciia B Y t€;

Can et Nghi dinh 50 75/2017/ND-CP ngay 20/6/2017 cua Chinh phu quy
dinh chire ndng, nhidm vy, quyén han va co ciu té chire ciia B6 Y té;

Can cir Quyét dinh sé 3861/QD- BYT ngay 30/9/2013 cia BO wuong B
Y té quy dinh chire nang, nhi¢im vu, quycn han v co cau b chirc ctia Cuc Quan
ly duge thude BO Y t&;

Can cir Théng tu sb 44/2014/TT-BYT ngay 25/11/2014 ciia B6 Y t& quy
dinh viée dang kv thuoc;

Trén co so bdo cdo cla cac cong ty vé viée Co quan guan tly Duoc An Do
thong bao rat gray phép tuu hanh thude hea hinh.

Xét dé ngh enia Trwéng phang Pang ky thude - Cue Quan 1y Doc,
QUYET DINH:

Diéu 1. Rat 6 dang kv luu hanh ra khér danh muc cac thude duoc cap
aify ding ky lvu hash tai Viét Nam ban hanh kém theo Quyet dinh nay.

Ly do: Cac thude trong danh mue khdng duoc tiép tuc Lap phep luu hanh
tai An D6 hodc han ché lun hanh tar An Pa,

Piéu 2. Cic co su dang ky thude, nha san xuét cac thude néu tai Didu |
phai co trach nhuém theo doi, chin nach nem v& chat hrong, an toan, hiu qua
cta thude trong qua trinh iuu hanh cho déo ki hét han ding cia thude db1 vin
cac thube néu ta1 Bidu 1 di duoc san xuil, vhap khiu trude ngay Quyét dinh nay
o ucu lue hodc thude nhap khau trong truong hgp duoc giao hang tar cang di
cua nude xudt khdu trude ngay Quyet dinh nay co méu e, co so nhap khau
trinh vin t&1 don cua 16 thude dé thé hién hang hoéa duge xudt ti cang di clia
nuée xudt khdu trude ngay Quyét divh nay co huéu lue dé duoc thong quan.




Diéu 3 Quyet dinh nay co hiéu tue ké ¢ ngay ky ban hanh

Ditu 4. Guam dbc S6 Y té cac tnh, thanh phu triee thuge Trung uong,
(J]am ddc cac don v1 kinh doanh tlmoc Giam déc co 50 dang kv vi‘hoic nha san

xuat cac thubde néu ta Dicu | chiu trach nmém thi hanh Quyét dinh nay.
Neoinhdn

Nl Préu 4 KT.CUC TRUONG
-T1T Truong-Quéc Cudng (33 bid), PHO CI T RUUNG

CH VI Toin Cuoy (dr hred; . . 7».
- Cue Quan Y - Ho Qe phéng, Cue Y te, B0 (Bo Congan), ¢ T )
- Coe Y @ Gino thong van ta1 - B§ Giac théng vin i, . ’b‘,//—/—"’_*_m_
- Téug cue Har quan (B¢ Tai chinh), Bdo hn.m \(HW\ . i
- Vu Phap a,hc Cuc Quan ly Y. Dunc w [myeu Cuc Quan ly ;W S
Kham, chita bénh, Thanh ha B YV &, Vign KN (hube TW, % .
Vien KN thude TP HOM L Nguvén Tt Dat
- Tdng Cong ty Duoe Viél Nam — Céng iy ¢ phau. Cic, Cdng ty R )
XNK Duce pham
- Cac ULI‘I[[ vigln & Vifu h aiudng béuh truc tade BO Y re
- Website Cue QLD, Tap chi Duge & My pham-Cuc QL.D,
- Luue V1, Cac Phor‘g thude Cuc QLD, DKT(02)



BOY TE

)Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUOC Doc 14]

) — Ty da — Hanh phite

DANH MUC

Cic thude it so diing ky luu hanh ra khoi danh mye ede thube duge cap
giay ding kv lwu hanh tai Viér Nam

(Buan heank kém theo Quyér dink Yﬁj‘ v

OP-CI D ngen 2% thang 2 ndam 2018 )

I Co sé ding ky thude: Glenmark Pharmace
Chambers, 22 b’/m!ab/mz Desai road, Mumbai -400 026, India )

|.1 Co s& sdn xuat thube:

uticals Ltd. (d/c. B72, Mahalaxm

Glenmark Pharmaceuticals Ltd. ((/c. Plot No E-37, 39

MIDC Area Satpur, Nasik 42 2 007 Maharashira |, India).

STT

Tén thude

Hoat chit, Ham lu-c_l‘ng

Ascaortl

Salbutamol -2_0_@1}_
Bromhiexin HC1 8.00mg,
Guafenesin 100 00meo

. A A o -
Dang bao ché 50 dang ky :

Candibiotic

Chleramphenicol 5%
kl/tt; Beclometason
dipropionat 0,023% L/t
Clotrunazole 1% klitr,
Lidocain HC1 2% kl/tt

; Vién nén VN—13]32-]‘1
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VN-16770-13

S

2 Co so diing ky thude: Coéng ty TNHH SRS Life Sciences Viét Nam (d/c. Phong
fia, lano 3B, tia nha Horisoun Tower, s6 40 Car Lwh, phuong Cdt Linh quan Dong
Da, Ha Néu).

2 1. Co sor san xuat thude:

Maxitn Pharmaceuticals Pvt. Lud. dic Plor No 1] &

12 Kumar Ind siate, Gat No 1251-1261 Markal, Khed Pune 412 105, {inddu)

B

STT Tén thude {loat chit, [1am lugng Dang bao ché 56 diing ky
| Amoxycﬂlm ESOmé -
{Amaxyalline . =
n .
3 Clasanvyl sachet | trihydrate); acid Bot pha hon VIN-16008-12

| clavulamic 62,5mg
i(ciiwulamtc potassunn)

dich ndng

“Danh nmc gom 01 tranq 03 thude /

KT. CUC TRUONG
PHO CUC TRUONG

Ay

Nguyen Tit Dat
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