i, EGIS PHARMACEUTICALS PLC

( EGES 1106 Budapest, Keresztiri at 30-38. - Hungary
g

Phone: 36-1-803-5554  Telefax: 36-1-803-3556

CERTIFICATE OF ANALYSIS
N°.: 3061K/3/2021/DE

Name of the Product : LINAFLON (1 TUBE 25g/Box)

Batch N°.: 2791A0621

Control N°.: KGY/2021/4692 Manufacturing date: 250621

Date of Analysis: 14 07 2021 Retest date: 250623

dests Results Requirements

Identification (Al): passes the test To pass the test

Identification (Sucrose Octasulfate): passes the test To pass the test

Appearance: complies Homogeneous ointment

Colour; complies White to pale yellow

Odour: complies Lanoline like odour

Homogeneity: complies Homogeneous ointment without any
sticking particles

Mechanical impurities: complies Mechanical impurities should not be
observed

Filling mass: 2953 NLT 2500 ¢

Viscosity: 8.2 [Pa's] 3.0 -27.0 [Pas]

Assay (Sucralfate): 30.0 mg/g 30.0 4 3.0 mg/g

%0.0-110.0%
Microbiological quality:

Total aerobic microbial count LT 10 CFU/g NMT 10° CFU/g
(TAMC)

Total yeasts and moulds count LT 10 CFU/g NMT 10 CFU/g
(TYMC)

Pseudomonas aeruginosa O0CFU/ 1g 0 CFU/ g
Staphylococeus aureus 0 CFU/ lg 0 CFU/ 1g

1 certify hereby that the above product corresponds to the specifications of EGIS Code N°.: 0H-663-5149-QR0,
The manufacturer declares that the above-mentioned product falls within EiM Regulation 4/2009. (I11.17.) on
Medical Devices (hereinafier referred to as R.), that is location of Directive 93/42 / FEC, classified for risk Class

ILa medical device complies to the essential requirements set in Annex R.1 and has the performance capability
mtended by the manufacturer.

CE marking and the identification number of the notified body: C €24{J9.

Kérmend, 16 09 2021 ,
4 Cﬁ\
i, /} .
e 1/ i'e i1
<ol Phisaitcaly LG { g

Production Sita of Kirmend /
famand gy dr. G Horcaeg Hedvig
B - ualified Person

Ktk 1175 1.0




(BIEU TUQNG) EGIS PHARMACEUTICALS PLC
1106 Budapest, Kereszturi ut 30-38, Hungary
bT: 36-1-803-5554 Fax: 36-1-803-5556

GIAY CHUNG NHAN PHAN TICH
S6: 3061K/3/2021/DE
Tén san phdm: LINAFLON (1 ONG 25g/Hop)

S6 16: 2791A0621

S6 kiém soat: KGY/2021/4692 Ngay san xudt: 25/06/2021

Ngay phén tich: 14/07/2021 Ngay thir nghiém lai: 25/06/2023
THU NGHIEM KET QUA YEU CAU
Nhin biét (AD): Pat Dat
Nhan biét (Sucrose Octasulfate) Dat | Pat
Ngoai quan: Tuén thi Thudc m& dong nht
Mau siic: Tuén tha Maiu tring nga vang nhat
Mui: Tuén thi Mui giéng nhu ddu Lanolin
Tinh dong nhét: Tuén thu Thudc m& dong nhét khdng c6 hat dinh
Tap chit co hoc: Tuén tha Khéng c6 tap chit co hoc
Khoi lwong déng géi: 27,53g NLT 25,00g
P nhét: 8,2[Pas] 3,0 — 27,0[Pass]
Dinh lwong (Sucralfate): 30,0 mg/g 30,0 + 3.0mg/g e

90,0 — 110,0% —2:N\

Chit lwong vi trimg: NGTY N7
Tdng vi khudn hiéu khi (TAMC) LT 10 CFU/g NMT 102 CFU/g At N
Tdng nAm men va ndm méc (TYMC) LT 10 CFU/g NMT 10 CFU/g g ,}\T § i
Tryc khuAn mi xanh 0 CFU/1g 0 CFU/1g BT (g /&
Tu ciu vang 0 CFU/1g 0 CFU/1g : j //

Téi xin ching nhan bing tai lidu nay ring san phdm trén phi hop véi cdc thong sb k§ thuat cia EGIS c6
mi: 0H-663-5149-QRO.

Nha san Xuét tuyen bb rang san phim néu trén nim trong Quy dinh cta EiiM 4/2009. (II.17.) vé Thlet bi
Y té (sau day g01 tit 1a R.), ndm trong Chi thi 93/42/EEC, dwoc phin vao rui ro Loai IL.a thiét bi y té tuan
thi céc yéu ciu cin thiét dit ra trong Phu luc R.1 va c6 kha ning hoat dong nhu dy kién ctia nha san xudt.

Déu CE va sb nhan dang ciia Co quan di thong bdo: CE2409.
Kormend, ngay 16 thiang 09 nam 2021
(Pa ky va déng ddu)
TS. G. Herczeg Hedvig
Can by Chuyén mon
KtE/ 1175_1.0

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

Bién thoai: 028 62565777 - Email: info@dichthuatvictuc.com

Ching ohi s b dich g Vit behich xde vi ding ¥4 ede)gidy 8, i i dinh kém.

Cong ty khong chiu trdch nhicm cho ndi llung,tuavm b0, tai ligu ndy.
Neay:42..1. 1. 12024




