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Depariment of Medical Devices

Case No.: OGYLI/62581-3/2020
Subject: Certificate for third countries
Consultant: Kopornoky Henrietta

FREE SALES CERTIFICATE

On request of the Egis Pharmaceuticals PLC (1106 Budapest, Keresztari ut 30-38. Hungary) the
National Institute of Pharmacy and Nutrition hereby certifies, that on the basis of information provided,
the medical device(s) named below and detailed in the attachment (if applicable), which is/are
manufactured by the above economic operator, has/have been affixed with the CE mark under the
Directive 98/79/EC of the European Parliament and of the Council on in vitro diagnostic medical devices
and/or the Council Directive 93/42/EEC concerning medical devices (as amended) which was
transposed into Hungarian national law [decree No. 8/2003. (IIL. 13) of the Ministry of Health, Social
and Family Affairs on in vitro diagnostic medical devices and /or decree No. 4/2009 (IIl. 17) of the
Ministry of Health on medical devices, as amended] may be freely sold in all member states of the
European Economic Area (EEA) including Hungary.

Linaflon rectal ointment

This certificate has been issued to Hungarian exporters for use in third countries to support the
application for permission of placing the above mentioned devices on the market.

A Free Sales Certificate should not be taken as a Government endorsement of any product that is referred
to on the certificate or its attachment.

Budapest, 31 December 2020

l ‘ L UL
dr. Kornél Szerdi
Head of Department

oo

= % M.S. 1 =




The Ministry of Foreign Afairs and Irad( m Hu,ngmy

u.m}m. 5 1hL sud :md signamure of
L e

appearning ¢n this decument. The legalisation does not
certifv the content of the decument for which it was

iesued.

i ‘ o —
iy \
ur. Orosz Péter
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Dal sit quin nuge CHXHCN
Vi¢t Nam tpi CH Hungary
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(BIEU TUQNG) H-1051 Budapest, Zrinyi u. 3.
VIEN DUQC PHAM VA DINH DUONG 1372 P.O. Box:450.
QUOC GIA DT: +36 1 88 69-300, Fax: +36 1 88 69 460

SO TRANG THIET BI Y TE Email: ogyei@ogyei.gov.hu, Web: www.ogyei.gov.hu

Theo yéu cau clia Egis Pharmaceuticals PLC (1106 Budapest, Keresztari ut 30-38. Hungary),
Vién Dugc pham va Dinh dudng Qudc gia ching nhan rang trén co s& thong tin duge cung cap, 39
(céc) trang thiet bl y te ¢o tén bén dudi va chi tiét trong tép dinh kem (néu ¢6), dugc san xuat boi e

S5 ho so: OGYE1/62581-3/2020
V.v: Gidy chimg nhén cho qubc gia thir ba
Chuyén vién: Kopornoky Henrietta

GIAY CHUNG NHAN LUU HANH TU DO

A

nha didu hanh kinh t€ néu trén, da duoce gén nhin hiéu CE theo Chi thi 98/79/EC ctia Nghi vién !

Chéu Au va ciia Hoi dong vé thiét bi y té chén don trong éng nghiém va/hoge Chi thi n
93/42/EEC cua Hoi dong lién quan dén trang thiét bi y té (da duge stra d01) da duge chuyén AT
thanh luét quoc gia Hungary [nghi_ dinh s6 8/2003. (1IL. 13) ctia Bd Y t&, X4 hoi va Gia dinh v€ W]

thié;t biy t?i: chan doén trong 6ng nghiém va / hodc nghi dinh s& 4/2009 (1L 17) cia BO Y té vé =
thiét bi y té, dd duge sta d6i] dugce ban & tat ca c4c quoc gia thanh vién ctia Khu vuc Kinh t€ =

Chau Au (EEA) bao gom ca Hungary.

72329

Thudc m& bdi trye trang Linaflon NG T
TNHH

; i P o g MAI DI
Gidy chimg nhén nay d3 duge cap cho cac nha xuht khéu cta Hungary dé str dung & cac nude HTHU
thir ba nhdm hd trg viée xin phép dua cac thiét bi n6i trén ra thi truong. HT T
Giy chiing nhan béan hang mién phi khong dugce coi 1a sy ching thuc cta Chinh phu doi voi bat il

ky san pham nao duge d@ cap dén trén gidy chimg nhén hoc tép dinh kém cta no. =

Budapest, ngay 31 thang 12 nim 2020

(Pd ky va dong ddu)
TS. Kornesl Szerdi
Thu trudng



B6 Ngoai giao va Thuong mai Hungary chimg nhén ring con déu va chit ky

............................
r

c6 trén tai lidu nay. Viée hop

Phi hop phap héa d tra: 5500 HUF
Ngay: 07/01/2021
Sé dang ky: 000095/18
(Da ky va dong ddu)
TS. Orsz Peter
Trudng Bo phan

Pai st quan nudéc CHXHCN Viét Nam tai CH Hungary
HOP PHAP HOA LANH SU
Sé: 32/LS-HPH/2021
Ching thyc chit ky ctia 6ng/ba TS. Orosz Peter
Va con déu ciia (co quan): Bd Ngoai giao Hungary
Budapest ngy 18/01/2021
PSQVN TAI HUNGARY
TL. DAL SU
(Da ky va déng ddu)
Bi thu thir ba
NGUYEN THAI HA

CONG TY TNHH T™ DV DICH THUAT VIET UC
95A Pasteur, P. Bén Nghé, Q. 1, TP.HCM

Dién thoai; 028 62 565 777 - Email: info@dichthuatvieluc.com

Chdngohdn ring b dich itng Viéheioh ue v ding o ) gidy 13 i it dioh i,

Cing ty khing chiu tréeh nhi¢m cho ndi duog cda gifly t, t4i ligu ndy.
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phép hoéa nay khong chimg nhan nodi dung tai liéu dugc cap.




