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Calea Buziasului P

Ro ania

has established and maintains a quality management s m

201G,01-14
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The Certification Body of
fUV Rheinland InterCert

hereby certifies that the company

300700 Ti isoara,
Ro ania

has established and maintains a quality management system
for medical devices for the following scope:

Proof has been furnished that the requirements of

are fulfilled. The certifi tion is subject to periodic surveillance.

Certificate Registration No.: 69251582 0001
Audit report No.: 28229831 002
This certificate is valid: from 201G-01-14to 2019-01-13

2016-01-14
Date of issue

fUV nneinland InterCert Kft. - H-11g2 Budapest, V6ci 0t 4BIA-B
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E ertificate

2016-01-14

2016-01-14

2021-01-13

Medi I Devices

gistration No.: oD 69251583 001

28229831 002

SC Titus and Sons SRL

300700 Timisoa ,
Romania

Report No.:

P ducts: GMDN e REF Name
16453

tubes and applicators with ointment

lssue Date:

Expi Date:

Page: 1 / I

TUV Rheinland Intercert Kft. - H-i132 Budapest, ci 0t 48/A-B
Tel.: (+36/t) 461-1100, Fax: (+3611) 461-1199, e-mail: medical@hu.tuv.com, http: .tuv.com/hun/
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Tltus & Sons
lur *aat s.t DEC RATIE DE CONFORMITATE Nr.1

1008

Producitor: Titus&SonS S.r.l., Calea BuziaSului nr 43 A - parter,Timigoara

Man cturu: Iitus&Sons S,r,l,, 43 A - parter Cqled Buziosului street, R0, Timisooro

Noi, Titus&Sons S.r.l., declarim pe proprie rdspundere ci produsele urmatgare:

The undersigned, Titus&Sons$,r./., hereby declare on our own responsibtlity that the products:

Corespunde cu prevederile Directivei ggl4z/eEC,Anexa I - Cerinfe Esengiale si cu standardele armonizate relevante

procedura de evaluare a conformitatii: Anexa V la Directiv a%/a2/EECreferitoare la dispozitivele medicale,

transpusa prin Hotarareanr.54lZg.O1.2009 privind conditiile introducerii pe piata a dispozitivelor medicale'

Romanian legislation by the Government Decision no. 5 g,o1.2oo9 on the requirements for the placing on the

morket ol medicol devices.

Date de identificare a certificatului EC: Certificat de conformitate emis de TUV Rheinland Intercert Kft

nr: OY 692515820001

nr: OY 692515820001

Date de identificare ale ortanismului de certificare:

Nume si adresa:

TUV Rheinland Intercert Kft

H-1.132 BudaPest, V6ci tit 48/A-B

http://www.tuv.com
Phone: +36 (1) 329 8060 ext: 521.

Fax: +36 (1,) 288 8499

Loculsldata emiterii
Date and ploce of lssuonce

Timisoara, 20.04.2016

Nr.
Denumire disPozltlv medical

None ol Medicol Device

Numar lot
Eatch No.

Termen de
valabilitate

Volidity Term

eantitate
Quantity

Clasa

dispozitivului
medical

Cldss ol Medicol
Device

t NewBlOTldermala comprese i mpregnate
cterile 10cmx10cm 10buc/cutie individuala

10x10NBTD001 2019l04 15103 a

z
NewBlOTldermalo comprese impregnate

sterile 10cmX20cm 5buc/cutie individuala
10x20NBTD001 20re/04 2553 a

5
NewBlOTldermal@ aplicator cu unguent steril

50ml lbuc/cutie individuala
5ONBTDOOl 20t9/Q4 't Rl d

A
New rmalo aplicator cu unguent steril

8ml lbuc/cutie individuala
8NBTDOOl 2Qr9/04 a



DECLARATIE DE CONFORMTTATE Nr.2
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Producitor: Titus&sons s.r'.1,, calea Buziasului nr 43 A - parter,Timigoara
Man rer: Titus&sons s-r.|., 43 A - porter coleo Buziasului street, Ro, Timisoara

Noi, Titus&Sons s.r.f., declarim pe proBrie rispundere ci produsele urmatoare:
The undersigned, Titus&Sons5.r,t., hereby declare on our own responsibility thot the products:

Nr.

Crt.
A/o.

Denumire dispozitiv medical
Nome of Medicol Device

Clasa

dispozitivului
medical

Closs ol Medicot
Device

Numar lot
Batch No.

50NBTDOOl 20t9/04 l?nl

SNBTDOOl 2019104

Corespunde cu prevederile Directivei 93/42/EEC, Anexa | - Cerinle Esenliale si cu standardele armonrzate retevante
Conlorms wfth the provrsions af Directive g EC, Annex t - Essentiol Requirements ond relevont hsrmanized s@ndords.

Procedura de evaluare a conformitatii: Anexa v la Directiva g3lA2lEEcreferitoare la dtspozitivele medicaie.
transpusa prin Hotararea nr'54/29.01.2009 privind conditiile introducerii pe piata a dispozitivelor medicale

Rsmanion legislation by the Government Decision no. 5 g.0L.2009 on the requirements for the ptocing on the
morket of medical devices.

Date de identificare a certificatului EC: Certificat de conformitate emis de TUV Rheinland Intercert Kft
nr: OY 692515820001
EC Certifieate identifhation details Certi.ficate of Conformity issued by TUV Rheinlond tntercert Kft
nr: OY 692515820001.

Date de identificare ale organismului de certificare:
Nume si adresa:

IUV Rheinlano Intercei-t Kft
H-1132 Budapest, Vd'ci tjt 48/A-8, http://www.ruv.com
Phone: +36 (1) 329 8060 ext: 521.
Fax: -36 {1) ?88 8499

Semnatar autorizat
Authorized signotory

Nume si Prenume
Mihaela Noditi
Functia: Director Ca

Title: Qua Director

Locul si data emiterii
Date ond ploce of issuance

Timigoara, 25.05.201b

F-8.2,4-03, Rev C1



DEC RATIE DE CONFORMTTATE Nr.3

( ,**
Producitor; Titus&sons s"r.l., calea Buziasului nr 43 A - parter,Timi5oara
Mqn cturer: Titus&sons s.r,l,, 43 A - porter caleo Buziosului street, Ro, Timisoara

Noi, Titus&Sons 5.r'.1., declarim pe
The u ndersi g ned, Titus&SonsS. r.t.,

proprie rispundere ci produsele urmatoare:
hereby declare on our awn responsibitity that the products:

Nr.
Crt.
ryo.

Oenumire disporitiv medical
Name of Medical Device

Numar lot
Eotch No.

Termen de
valabilitate

Volidity Term

Cantitate
Quanttty

Clasa

dispozitivului
medical

Class of Medicat
Device

i

la i 10X10NBTD002 i 2019/0e

2ONBTDOOl 2019/rO

40NBTDOOl 2019i 10 3146

30003

3204 a

a

, I NewBtOTfderrnal$ Tub
l- buc/cutie ind ividuala

cu unguent steril 75ml
75 NBTDOOl 2019110 3115 a

Corespunde cu prevederile Directivei 93/42/EEC, Anexa | - Cerinte Esengiale si cu standardele armonizate relevante
Conforms with the provisions cl Directive g3/42/EEc, Annex !- Essentiol Requirements ond relevont hormonized standords

Procedura de evaluare a conformitatii: Anexa V la Directiv a 93/42/EEC referitoare la dispozitivele medicale,
transpusa prin Hotararea nr.54129.01.2009 privind conditiile introducerii pe piata a dispozitivelor medicale.

Romonion legislation by the iovernment Deusion no. 5 g.0l.20og on the requirements for the placing on the
mcrket oj medical cievices.

Date de identificare a certificatului EC: certificat de conformitate emis de TUV Rheinland Intercert Kft
nr: OY 692515820001

nr: OY 692515820001

Date de identifieare ale organismului de certificare:
Nume si adresar

TUV Rheinland Intercert Kft
H-1132 Budapest, Vdci ut 48/A-B
http://www.tuv.com
Phone: +36 (1) 329 8060 ext: 521.
Fax: +36 (1-) 288 8499

Semnatar
Authorize , 

= :

Nume si Prenume iAls
Mihaela Noditi
Functla ; Director Calit
Title: Quatity Directot

Locul si data erniterii
Date ond ce of issuance

Timigoara, 14.10.2016

F-8 2 6-03, Rev.C1



DECTARATIE DE CONFORMTTATE Nr.4
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Producitor: Titus&Sons S.r.l., Calea Buziasului nr 43 A - parter,Timigoara
Man cturer: Titus&Sons S.r.l., 43 A - porter Coleo Buziasului street, RO, Timisoora

Noi, Titus&sons s.r.l., declardm pe proprie rdspundere c6 produsele urmatoare:
The undersigned, Titus&SonsS.r.l., hereby declare on our own responsibility thatthe products:

Corespunde cu prevederile Directivei 93142/EEC, Anexa l-Cerinle Esenliale si cu standardele armonizate relevante

Procedura de evaluare a conformitatii: Anexa V la Directiva 93/42/EEC referitoare la dispozitivele medicale,
transpusa prin Hotararea nr.54/29.01.2009 privind conditiile introducerii pe piata a dispozitivelor medicare.

Romantan legislation by the Government Decision no. 54/29.0L.2009 on the requirements lor the plocing on the
morket of medical devices.

Date de identificare a certificatului EC: Certificat de conformitate emis de TUV Rheinland Intercert Kft
nr: OY 692515820001

nr: OY 69251582000i

Date de identificare ale organismului de certificare:
Nume si adresa:

TUV Rheinland Intercert Kft
H-t!32 Budapest, VSci rit 48/A-8, http://www.tuv.com
Phone: +36 (1) 329 8060 ext:521.
Fax: +36 (1) 288 8499

Semnatar autorizat
Authorized signatory

Loculsidata emiterii
Date and place of issuance

Timigoara, t4.72,20ti
Nume si Prenume //Vom

Nr.
Crt.
/Vo.

Denumire dispozitiv medical
Name of Medicol Device

Numar lot
Botch No.

Termen de
valabilitate

Volidity Term

Cantitate
Quontity

Clasa

dispozitivului
medical

Class of Medicol
Device

1
NewBlOTldermal@ spray cu solutie unguent
steril 75ml 75NBTD-S 001 2019/!2 1836 ct

2
NewBlOTldermalo aplicator cu unguent
steril 50ml lbuc/cutie individuala

5ONBTDOO2 20t9lL2 1001 la



Titus & Sons
Qui sanat sit

SO 13485: 2c

Certificate of conformity

Product Name: QUASIDERM @PROTECIOR hand cream
Anafysis date: 20.1t.20t4 at R& D CREAM TABORATORY
lssue date:03.07.2015
Test procedures was made according to: ph.Eur.glllt4

Report of microbiological analysis - J.s.Hamilton sRL (attached)

Functia: Director Calitate
Title : Quality Director

rn;rlV# rloti

Loculsidata emiterii
Date ond ploce of issuonce

Timigoara, k,e'

CHARACTERISTICS SPECIFICATIONS RESULTS
Appearance Homogenous cream Homogenous cream

Colour Yellowish Yellowish
Odor Pleasant, characteristic Pleasant, characteristic
pH 5,5 - 7,5 6.75

Density, 25oC, g/cm' 0,9000 - 1.0000 0.9600
Microscope (emulsion examination) Fine, homogenous, uniform lLne, homogenous, uniform

Stability
(centrifuge, 3 cycles x 4000 rpm x 30,)

No separation No separation

Viscosity (25oC, Brookfiled, spindle 3,
10 rpm), mPa.s

40.000 - 60.000 48.000

S.C. TfTUS&SONS S.R.[., Timitoara, Calea Buziasului nr 43/A/p, Cod 30O7OO Romdnia
Tel + 40 356 441 zlo0, Fax: +4O 356 44L 4II
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