Chifa Sp. z a.o.

Tysigclecia 14
64-300 Nowy Tomysl, Poland
Ph.: +48 61 44 20 100
Fax: +48 61 44 23 936
+48 61 44 20 261 - export department

http.//www.chifa-oem.pl
e-mail: info@chifa-oem.pl

Nowy Tomysl, 30th October, 2017

TO WHOOM IT MAY CONCERN

CERTIFICATE

CHIFA, the manufacturer of medical instruments certifies, that

all its products are made according to the highest quality standards after
EN ISO 13485.

It guarantees that all ISO regulations and procedures are being observed what is
confirmed by ISO CERTIFCATE issued by TUV (copy of the certificate enclosed).
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Piast Gorny
Export Manager

Board of Directors: Bank:
President: Slawomir Lukaszyk Bank Handlowy w Warszawie S.A.
Vice President:, Tomasz Wrdbel, Mariusz Bozek Poznan Office

Plac Wolnosci 4, 60-697 Poznan

Account EUR IBAN: PLO3103012470000000056116244
Account USD IBAN: PLO3103012470000000056116202
BIC: CITIPLPX
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Product Service

CERTIFICATE

No. Q517 10 27039 009

Holder of Certificate: CHIFA Sp. z 0.0.
ul. Tysiaclecia 14
64-300 Nowy Tomysl
POLAND

Facility(ies): CHIFA Sp. z 0.0.

ul. Tysiaclecia 14, 64-300 Nowy Tomysl,
POLAND

Chifa Sp. z 0.0.

ul. Budowlanych 1a, 21-300 Radzyn Podlaski,
POLAND

Certification Mark:

Scope of Certificate: Design and development, production, distribution
and technical service of surgical instruments

IE CEPTMCDMKAT ¢ CERTIFICADO @ CERTIFICAT

Applied EN ISO 13485:2016

Standard(s); Medical devices - Quality management systems -
Requirements for regulatory purposes
(ISO 13485:2016)
DIN EN ISO 13485:2016
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The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). See also notes overleaf.

Report No.: 713115342
Valid from: 2017-11-01
Valid until: 2020-10-31

Date, 2017-10-23 ;

Stefan Preifl
Page 1 of 1 « DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

ZERTIFIKAT ¢ CERTIFICATE ¢
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TUV SUD Product Service GmbH - Zertifizierstelle - RidlerstraRe 65 - 80339 Miinchen - Germany TOvV
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Nowy Tomysl, 30thOctober, 2017

TO WHOM IT MAY CONCERN

We confirm hereby 12 months guarantee for all instruments offered by CHIFA
according to the below mentioned conditions :

12 months for :

1.material and workmanship

2. breakage and corrosion of body

3. other defects providing , that instruments are used correctly and properly
maintained.

24 months for :

1. for TC in TC inserted instruments.
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Nowy Tomysl, 30" October, 2017

TO WHOOM IT MAY CONCERN

CERTIFICATE

CHIFA, the manufacturer of medical instruments certifies, that
all its products are made in Poland at its plants located in Nowy Tomysl,
Tysiaclecia 14 and Radzyn Podlaski

All our instruments are manufactured out of German stainless steel.
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Nowy Tomysl, 30" October, 2017

TO WHOOM IT MAY CONCERN

CONFIRMATION
CHIFA, the manufacturer of medical instruments certifies, that

The hardness of the hard material welded into scissors amounts 50-55 HRC and
the hardness of the Tungsten Carbide insert installed into needle holders

amounts 1150 + 50 HV10.
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Nowy Tomysl, 30" October, 2017

TO WHOOM IT MAY CONCERN
CONFIRMATION

CHIFA, the manufacturer of medical instruments certifies, that
the company posses its own laboratory to perform the tests over incoming

material used for manufacturing process of all its products plus over finished

goods .

All our instruments are manufactured out of German stainless steel .
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Nowy Tomys$l, 30" October,2017

TO WHOOM IT MAY CONCERN

CONFIRMATION

CHIFA, the manufacturer of medical instruments certifies, that
the forging process is made by Chifa itself at the location of the factory in

Nowy Tomysl, Tysiaclecia Street 14 , 64-300-Nowy Tomysl, Poland
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Block diagram showing the CHIFA production process.

All quality control operations are particularly indicated.

Chifa Sp. z o.0.

Tysiaclecia 14
64-300 Nowy Tomysl, Poland
Ph.: +48 61 44 20 100
Fax: +48 61 44 23 936
+48 61 44 20 261 - export department

http.//www.chifa-cem.pl
e-mail: info@chifa-oem.pl

Idea of new product
- all requirements agreed with customers

h 4

Technical production preparation
- elaboration of constructional documentation of the new product
- claboration of execution technology
- elaboration of tools constructional documentation

- execution of technological tools

Y

Quality acceptance of tools
- quality control of tools

- technological tests on devices

h 4

I phase of production

Materials purchase

Production of forgings (plastic
forming):

4

- open die forging
- drop forging

Quality acceptance of delivery
- control of delivery with conformity with order

- quality control of delivery

- purifying scale
- die shearing
- press forming

|

ITI phase of production

I phase of production
- production of forgings

- interoperation quality control

Machining:
- milling

- cutting
- CNC machining

Heat treatment:
- tempering

II phase of production
- machining
- interoperation quality control
- preliminary assembling
- interoperation quality control
- heat treatment
- interoperation quality control
- locksmith’ s assembly
- interoperation quality control
- grinding processing
- interoperation quality control
- final assembly

- hardening

_ Locksmith® assembly:

- drilling
- milling
- riveting
- grinding

Grinding processing:
- abrasive belt grinding
- barrel polishing
- matting
- brushing

A

- machine polishing
- electrochemical polishing

Final quality of ready made products

- passivation

Board of Directors:
President: Slawomir Lukaszyk
Vice President:, Tomasz Wrabel, Mariusz Bozek

Marking / Etching:
= electrochemical etching
- laser etching
- engraving
- printing

Bank:

Bank Handlowy w Warszawie S.A.

Poznan Office

Plac Wolnosci 4, 60-697 Poznan

Account EUR IBAN: PLO3103012470000000056116244
Account USD IBAN: PLO3103012470000000056116202
BIC: CITIPLPX



Vertimas is angly kalbos

C H I FA ChifaSp. Zo.o.

Tysiaclecia 14
64-300 Nowy Tomysl, Poland
Tel. +48 61 44 20 100
Faks. +48 61 44 23 936
+48 61 44 20 261 - eksporto skyrius

http.//www.chifa-oem.pl
el. pastas: info@chifa-oem.pl

Nowy Tomysl, 2017 m. spalio 30 d.

VISIEMS SUINTERESUOTIEMS ASMENIMS

PATVIRTINIMAS

Bendrove CHIFA, medicininiy instrumenty gamintoja, patvirtina, kad
visi gaminiai yra pagaminti vadovaujantis auksc¢iausios kokybés standartu EN ISO 13485.

Tuo garantuojama, kad yra atsiZvelgiama  visas ISO kokybés kontrolés sistemos taisykles
bei procediiras. Tai patvirtinama ISO Sertifikatu, iSduotu TUV (sertifikato kopija
pridedama).

/parasas/
Piast Gorny
Eksporto vadovas



SERTIFIKATAS

Nr. Q5 17 10 27039 009

Sertifikato savininkas:

Veiklos adresas:

Sertifikavimo Zenklas:

Sertifikavimo apimtis:

Taikomi standartai:

CHIFA Sp. z.0. 0.
Tysiaclecia g. 14
64-300 Novy Tomysl
LENKIJA

CHIFA Sp. z.0. 0.
Tysiaclecia g. 14, 64-300 Novy Tomysl, LENKIJA

CHIFA Sp. z.0. 0.
Budovlanych g. 1a, 21-300 Radzyn Podlaski, LENKIJA

o)
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Chirurginiy instrumenty projektavimas ir vystymas,
gamyba, platinimas ir techninis aptarnavimas

EN ISO 13485:2016

Medicinos prietaisai - Kokybés valdymo sistemos-
Reikalavimai kontrolés tikslais

(ISO 13485:2016)

DIN EN ISO 13485:2016

Sertifikavimo jstaiga TUV SUD Product Service GmbH liudija, kad auk3¢iau jvardinta kompanija sukaré ir
palaiko kokybés sistema, kuri atitinka iSvardinty standarty reikalavimus. Taip pat zidrékite kitoje puséje

iSdéstytas pastabas.

Protokolo Nr.:

Galioja nuo:

Galioja iki:

Data, 2017-10-23

Puslapis 1i$ 1

TOV SUD Product Service GmbH

713115342
2017-11-01
2020-10-31
/parasas/

Stephan Preis

Zertifizierstelle Ridlerstase 65 80339 Miunchenas  Vokietija
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Nowy Tomysl, 2017 m. spalio 30 d.

VISIEMS SUINTERESUOTIEMS ASMENIMS

Siuo mes patvirtiname, kad suteikiame 12 ménesiy garantija visiems Chifa sifilomiems
instrumentams, atsizvelgiant | Zemiau iSvardintas salygas:

12 ménesiy garantija suteikiama:

1. medziagoms ir darby kokybei
2. korpuso luZiams ir korozijos atvejams
3. kitiems defektams, su salyga, kad instrumentai yra naudojami pagal paskirtj ir tinkamai

v —

24 ménesiy garantija suteikiamas:

1. kietmetaliui instrumentuose su kietmetalio jdéklais.

/parasas/
Piast Gorny
Eksporto vadovas
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Nowy Tomysl, 2017 m. spalio 30 d.

VISIEMS SUINTERESUOTIEMS ASMENIMS

PATVIRTINIMAS

Bendrove CHIFA, medicininiy instrumenty gamintoja, patvirtina, kad

visi jos gaminiai yra pagaminti Lenkijoje, gamykloje, esanc¢ioje Nowy Tomysl, Tysiaclecia 14 ir
Radzyn Podlaski.

Visi miisy gaminiai yra pagaminti 1§ vokisko neriidijancio plieno.

Iparasas/
Piast Gorny
Eksporto vadovas



CHIFA

Chifa Sp. Z o.0.
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Nowy Tomysl, 2017 m. spalio 30 d.

VISIEMS SUINTERESUOTIEMS ASMENIMS

PATVIRTINIMAS

Bendrové CHIFA, medicininiy instrumenty gamintoja, patvirtina, kad

Kietmetalio, ilydyto 1 Zirkles, kietumas yra 50-55 HRC ir Volframo karbido, ilydyto i
adatkocius, kietumas yra 1150+50 HV10.

/parasas/
Piast Gorny
Eksporto vadovas
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Nowy Tomysl, 2017 m. spalio 30 d.

VISIEMS SUINTERESUOTIEMS ASMENIMS

PATVIRTINIMAS

Bendrove CHIFA, medicininiy instrumenty gamintoja, patvirtina, kad

bendroveé turi savo laboratorija, kurioje atlieka visy medZiagy, naudojamy instrumenty gamybos
procese, kontrole, o taip pat atlieka visos pagamintos produkcijos kontrole.

Visi miisy instrumentai pagaminti i§ vokisko nertidijancio plieno.

/parasas/
Piast Gorny
Eksporto vadovas
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Nowy Tomysl, 2017 m. spalio 30 d.

VISIEMS SUINTERESUOTIEMS ASMENIMS

PATVIRTINIMAS

Bendrove CHIFA, medicininiy instrumenty gamintoja, patvirtina, kad

instrumenty kaldinimo procesg vykdo bendrové Chifa pati savo gamykloje, esancioje Nowy
Tomysl, Tysiaclecia gatvé 4, 64-300 Nowy Tomysl, Lenkija.

/parasas/
Piast Gorny
Eksporto vadovas
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Struktdtiné schema, rodanti Chifa gamybos procesa.
Visos kokybés kontrolés operacijos yra detaliai nurodytos.

Naujo produkto idéja
- su klientais suderinami visi poreikiai

Techninis gamybos paruoSimas

- nayjo produkto konstrukciniy dokumenty parengimas
- technologijos vykdymo perengimas

- jrankiy konstrukcinés dokumentacijos parengimas

- technologiniy priemoniy vykdymas

Jrankiy kokybés vertinimas
- jrankiy kokybés tikrinimas
- prietaisy technologiniai bandymai

| gamybos etapas

Medziagy pirkimas

Kaltiniy gamyba (plastiko formavimas):
- atviras kalimas

: . . - liejimas
Pristatymo kokybés vertinimas - gryninimas
- pristatymo atitikimo uzsakymui tikrinimas - §lifavimas
- pristatymo kokybés vertinimas - formavimas presu
| gamybos etapas Il gamybos etapas
- kaltiniy gamyba e
- sgveikos kokybés kontrolé Apdlfb'mas'
- grezimas
- plovimas
- CNC (skaitmeninis) apdorojimas
Il gamybos etapas Terminis apdorojimas:
- apdirbimas - griidinimas
- sgveikos kokybés kontrolé - kietinimas
- preliminarus surinkimas Saltkalviy surinkimas:
- saveikos kokybés tikrinimas - grezimas
- terminis apdorojimas fkrr?ifa?j\??;?ass
- sgveikos kokybés tikrinimas ~sli favijm as
- §altk?lviq surinkim'as o Apdorojimas $lifavimu:
- sgveikos kokybés tikrinimas - §lifavimas abrazyviniu dirZu
- §lifavimo procesas - poliravimas bﬁgne
- saveikos kokybés tikrinimas - matinis poliravimas
- galutinis surinkimas - mechaninis poliravimas
- elektrocheminis poliravimas
- pasivacija
Galutiné pagaminty produkty kokybé | Zyméjimas / Graviravimas:

- elektrocheminis i§deginimas

Vertimas tikras: Generalinio direktoriaus pavaduotoja_,— - lazerinis Zyméjimas

. . ... g - graviravimas
Ausra ZajancCauskaite (/ . % . asdinimes
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