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UBND TINH DONG NALI CONG HOA XA H(SH CHU NGHIAL@I—E@()N
SO Y TE Doc l1ap — Tu\d‘f}e—Hanh phic
S6: Se5 /SYT-NV Déng Nai, ngay 0% thang QL nam 2020

V/v ding ky, nhap khau, san xut
céc thude phdi hop [Neomycine
sulfat 272001U+Dexamethason natri
phosphat 8mg]/8ml va cac thubc
phdi hop [Xylometazolin
hydroclorid 7.5mg + Neomycine (
dudi dang Neomycine sulfat)
52500IU+Dexamethason natri
phosphat 15mg]/15ml

Kinh gui:
- Céc don vi truc thudc SO Y té;
- Céc co sé diéu tri co giudng bénh ngoai cong lap trén dia
ban tinh;
- Phong Y té cac huyén, Tp. Long Khanh, Tp. Bién Hoa;
- Céc co so ban buén thude trén dia ban tinh.
(Sau day goi tat 1a cac don vi)

Thuc hién Céng van s6 855/QLD-DK ngay 22/01/2020 ctia Cuc Quan ly
Dugc — B0 Y té vé vide dang ky, nhdp khdu, san xudt cac thudc chita hoat chét
cac thude phdi hop [Neomycine sulfat 272001U+Dexamethason natri phosphat
8mg]/8ml va cac thudc phdi hop [Xylometazolin hydroclorid 7.5mg + Neomycine

( duéi dang Neomycine sulfat) 52500IU+Dexamethason natri phosphat
15mg]/15ml;

Giam dbc SO Y té Pdong Nai théng bao y kién chi dao ctia Cuc Quan ly
Dugc nhu sau:

1. Ngimg tiép nhén va xét duyét déi voi cac hd so dé nghi cip phép nhap
khau, hé so d& nghi cp, gia han, duy tri hiéu luc gidy dang ky luu hanh thudc cua
céc thudc chira hoat chét néu trén;

2. Céc thudc chira hoat chat da néu da duoc san xuét, nhép khéu vao Viét

Nam trong thoi han giéy phép nhap khéu, dédng ky Iluu hanh con hiéu luc duoc
phép luu hanh dén hét han dung cua thudc.
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S& Y té thong bdo dé cac don vi biét va thuc hién./.

(Pinh kém Céng véin sé 855/QLD-PK ngay 22/01/2020 cia Cuc Qudn Iy
Dugc — B3 Y té)

Noi nhén:

GIAM POC

- Nhu trén;

- BGD SYT (dé biét);

- BVPK Cao su Ddng Nai;

- TTKN, Thanh tra So3;

- Website S&' Y té Dong Nai,
- Luu: VT, NV.
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BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUANLY DUOC - boc lap - Tu do - Hanh phac
$6:0 0 JOLD-DK [a Noiongay - thang - nan 2020

Vv dang ky. nhap khau, san xudt cac thude
phdi 1 hop [Neomyein sulfat 27200 TU -
Dexamethason nawri phosphat 8 mg[/8ml &

cac  thube phéi hop [ Xylometazolin
hvdroclorid 7.5 mu + Neonncin (dudi dang
Neomyein sul fal) 52500 I ;
Dexamcthason natri phosphat 135 mg}? l\ml

Kinh gui: ' ,
= SO Y & cac unh. thanh pho truc thuge Trung vong;
- e benhovien, vien co giuong benh true thuoe B Y lé
- Cac co sOsan xuat. me kv luu hanh thude tar Viét Nam.

Can cu két luan cua Hé1 (lon«&7 W van cap gidy dang ky luu hanh thube,

nguyén lLiéu lam thudc - BO Y (1161 déng) ddi voi cac thude phdi hop
‘_ \{LOIH\LHI sulfat 27200 1L+ DC?\'Eiiﬂt‘:‘Lixuhun nair }} :s};ﬂul 8 111&(/811“1 va Cac
thude phdi hop [Xylometazolin hvdroclorid 7.5 mg + Neomyein (dudi dang

yC

Neomycin sultat) 52500 [U + Dexamethason nawi phosphat 15 101 I Sml, de
dam bao st dung thude hop 1y, an toan, hidu qua. theo quy dinh tai Cong van 56
2396/QL.D-DIK ngay 28/02/2019 cua Cuc Quan ly Duyc vé viéc yéu cau xut x{r
cong thire ddi voi thube generic. Cue Quan Iy Duge théng bao nhu sau:

1. D01 vai cae thude phm hop néu weén dang con higu luc giay dang ky luu
hanh: yéu cdu co 50 san xual, ding Ky fuu hanh thude cung Lap dt ligu lam sang
chimg minh tinh an wan, hidu qua cua thude. Sau 01 nam ké tir ngay ky cong
van nay, twén co so cac da fidu lam sang chung minh tinh an toan, hiéu qua cua
thude, Cue Quan 1v Duge s¢ bao cao 101 dong dé xem xét vé viee luu hanh cua
cic thude néu trén.

2. D61 voi cac thude phdi hop néu trén da duge san xudt, nhdp khau vao
Viét Nam trong thoi han giay phép nhap khau. ziay ding ky luu hanh thude con
hicu luc duoc phép fuu hanh dén het han dimg cua thuoc.

Cue Quan ly Duoc thong bao de cae don Vi bict va thwre hién./.

Not nhin: KT. CUC TRUONG
hhwwen PHO CUC TRUONG
- /e Bi thu Ban can sy Dang BO Y 18 (dé bic )

ST Trwong Quée Cuong (d¢ bic): ) ' -

- Cue truomg (dé bicy: \‘ ( / (( ,,,,,,,,,, g

- Cac Pho Cuc vrudmnye Cue QLD cde phchin daosn \\ - \ _ X\\R* P

- Cuc QLK OB, Phanh tra Bo ddé p his _ N A ./

- Higp hot Doanh nghigp Dwoe VN (de biete: '\\ \/

- Cac chuyén gia tham dinh ho so DK N

- Cuc OLD: P. PCTTr. QLRDD. OLCET. OLGT. Nguyén Thanh Lim

Website (dé /hién):
- luu VDK (1.A)
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