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1 Predstaveni podniku / Introduction of the firm

Prirucka jakosti specifikuje prostfedky systému
jakosti, jakymi je dosahovano zpusobilosti doda-
vatele navrhnout a dodavat shodny vyrobek, a
metody prokazovani shody s danymi pozadavky
na jakost vyrobktl. Specifikované metody sméfuji
predevsim k dosahovani uspokojeni zékaznika
prevenci neshody ve vSech etapach od navrhu az
po servis.

Predstaveni podniku

Spolecnost BMT s.r.o. je podnik, jehoz zaklady byly
polozeny na zacatku dvacatych let tohoto stoleti. V té
dob¢ zacalo v Bmé pusobit nekolik firem vyrabeji-
cich laboratorni a zdravotnickou techniku. Svoji
produkei jiz vté dobé presahovala jejich Cinnost
hranice Ceskoslovenska.

V padesatych letech, v dobé kolektivizace, byly
tyto podniky znarodnény a slouceny v jeden
velky podnik o 1200 zaméstnancich (Chirana
Brno), ktery byl vté dobé témé monopolnim
vyrobcem vybranych obori zdravotnické tech-
niky ve vychodni Evropé.

Podnik prosel do konce osmdesatych let nékoli-
ka organizacnimi proménami. Zakladni program
si v§ak udrzel a vlastnimi silami technicky a tech-
nologicky zdokonaloval. Velka ¢ast produkce byla
vyvazena do celého svéta, predevsim vsak do zemi
stfedni a vychodni Evropy.

Spolecnost vznikla v roce 1992 privatizaci stat-
niho podniku Chirana Brno. Akcionafi se stali
tuzemsti individualni investoii (kuponova pri-
vatizace), firma MMM Mnichov (Némecko) a
firma MSAG Moosseedorf (Svycarsko). V roce
1995 prevzala podil firmy MSAG Moosseedorf
firma MMM Mnichov, a stala se tak majoritnim
akciondfem. V letech 1995 - 1996 prosla spo-
lecnost BMT reorganizaci zamétenou na zefek-
tivnéni  fizeni. SpoleCnost ma dcefinné
spolec¢nosti v Némecku, Rusku, Polsku, na Slo-
vensku a Ukrajiné. Vice nez 70 % produkce je
uréeno pro export do celého svéta. V roce 2008
byla transformovana z a.s. do s.r.o.

Hlavnim cilem spole¢nosti BMT Medical Techno-
logy sro. je zakaznik dlouhodobé spokojeny
s hodnotou a kvalitou jejich vyrobkli a sluzeb na
strané jedné a prosperujici firma na strané druhé.
Hlavnim zdmérem spolecnosti BMT Medical
Technology s.r.o. je poskytovani vysoce profe-
sionalnich sluzeb v oblasti vyvoje, vyroby,
dodavek a servisu vyrobku, zejména pro:

The Quality manual specifies the quality system
means, through which the qualification of the producer
to design and deliver a conform product is achieved,
and methods of demonstration of conformity with
requests for the product quality. The specified meth-
ods are aimed especially at reaching of customer’s
satisfaction by preventing nonconformity in all phases
from design up to service.

Introduction of the firm

The company BMT Medical Technology s.r.o. is
an enterprise, whose foundations were laid at the
beginning of 1920’s. At that time there were sev-
eral firms, who started to produce laboratory and
medical devices. As soon as then their activities
exceeded the borders of Czechoslovakia.

In 1950’s, during the collectivization, these firms
were nationalized and united into one big firm
with 1200 employees (Chirana Brno), who was
almost a monopoly producer of some kinds of
medical devices in Eastern Europe.

Till the end of 1980’s the firm got through some
organizational changes. Nevertheless it kept its
basic program and improved the production tech-
nically and technologically. A large proportion of
the production was exported in the whole word,
especially in the countries of Middle and Eastern
Europe.

The company was founded in 1992 by privatizing

the state enterprise Chirana Brno. The stockholders
consisted of inland individual investors (coupon
privatization), the firm MMM Munich (Germany)

and the firm MSAG Moosseedorf (Swiss). In 1995

the firm MMM Munich took over the share from
MSAG Moosseedorf and became the majority
stockholder. In 1995-1996 the company BMT has
been reorganized to make the management more
effective. The company has its subsidiary compa-

nies in Germany, Russia, Poland, Slovakia and
Ukraine. More than 70% of the production is des-
tined for the export throughout the word. In the year
2008 was transformed from Inc. to Ltd.

The main objective of the company is customer’s
long-term satisfaction with the value and quality
of products and services on one hand, and a pros-
perous firm on the other hand.

Then main aim of the company BMT Medical
Technology s.r.o. is to provide high professional
services in design, production, delivery and ser-
vice of products, especially in the field of:
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e Sterilizaci,

e kultivaci, temperovani a suSeni (laboratorni
skfing),
e rentgenovou diagnostiku.
Spole¢nost BMT Medical Technology s.r.o. stavi
na vice jak 70leté tradici vyroby zdravotnickych
pfistroji a je schopna plnit naroné pozadavky a
ptani svych zdkaznikd. Vlastnim vyvojem a ve
spolupraci s firmou MMM Mnichov byly zcela
inovovany pristroje pro pami sterilizaci. Vyznam-
nym vysledkem je i nova fada laboratornich skiini.
Za dobu své existence se spolecnost vypracovala
mezi nejvyznamnéjsi svétové firmy v oboru své
¢innosti. Pro uspokojovani piani svych zakaznikli
vyuzivad spoleCnost nejnovejsi poznatky védy a
techniky. Spole¢nost BMT Medical Technology
s.r.0. citi zodpovédnost za zdravi a Zivot vSech, kdo
pouzivaji jeji vyrobky. Vsechny vyrobky jsou kon-
struovany a vyrobeny tak, aby spliiovaly pozadova-
né technické a hygienické normy a pozadavky na
ochranu zivotniho prostiedi.
Spolecnost BMT Medical Technology s.r.o. se
neustale zabyva problematikou ochrany Zivotniho
prostiedi v procesu vyroby a aktivné investuje do
ekologickych projektu.

e  sterilization,

e cultivation, tempering and drying (laboratory
cabinets),

e  X-ray diagnostics.

The company BMT Medical Technology s.r.o. uses
its more than 70-year-tradition of medical devices
production and it is able to meet discriminating
requirements and wishes of its customers. In coop-
eration with MMM Munich there were completely
innovated devices of steam sterilization. An impor-
tant result is a new line of laboratory cabinets. For
time of its existence the company worked its way
up to the level of the world’s famous firms in these
branches. The company uses the latest develop-
ments of science and technology to reach the satis-
faction of its customers. The company BMT
Medical Technology s.r.o. feels responsibility for
health and life of all people, who use its products.
All products are designed and produced so that they
meet requirements of appropriate technical and
hygienic standards and ecological requirements.

The company BMT Medical Technology s.r.o.
occupies itself with ecology in the production
process and invests actively in ecological projects
systematically.

1.1 Rozsah a pusobnost prirucky / Extent and force of the manual

Prirucka jakosti je koncipovana jako zavazny
dokument.

Ve smyslu ustanoveni jednotlivych ¢lankd nor-
my CSN EN ISO 9001 a CSN EN ISO 13485
ma priru¢ka vztah ke vSem oblastem cCinnosti
firmy.

Ve vyrobnim sortimentu to znamena odpovidajici
stupenl prokazatelnosti shody skute¢ného stavu
s pozadavky norem CSN EN ISO 9001 a CSN EN
ISO 13485 a zdkonnych predpisi smérnice
93/42/EU, smérice 97/23/EU, NV 181/2001 Sb. a
NV 336/2004 Sb. ve vsech procesech probihaji-
cich ve firme.

Dokument je zavazny pro vSechny osoby, které
jsou v zaméstnaneckém poméru vici BMT Medi-
cal Technology s.r.0.. Kazdy zaméstnanec firmy je
osobné odpovédny svému nadiizenému za dodr-
zovani ustanoveni Piirucky. Pfidélené odpovéd-
nosti nelze delegovat.

The Quality manual is outlined as an obligatory
document.

To the effect of regulations of individual articles
of the standard CSN EN ISO 9001 and CSN EN
ISO 13485 the manual relates to all fields of the
firm’s activities.

In the production assortment it means the appro-
priate level of demonstrability of the conformity
of the real condition with the requirements of
standards CSN EN ISO 9001 and CSN EN ISO
13485 Governmental Decree NV 181/2001 Coll.,
Directive 93/42/EEC, Directive 97/23/EEC and of
the Governmental Decree 336/2004 Coll. in all
processes that proceed in the firm.

The document is obligatory for all persons, who
are employees of BMT Medical Technology s.r.o.
Every employee of the firm is personally respon-
sible to his superior for observing the regulations
of the Manual. Assigned responsibilities cannot be
delegated.
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1.2 Rizeni a sprdva priruéky jakosti / Management and administration of the Qual-

ity manual

e Rizeni a sprava Piirucky jakosti se fidi obecny- o
mi pravidly uvedenymi v QSM 05-01.

e UloZenim, aktualizaci, distribuci, zménovym 4
fizenim a evidenci je povéfen Gtvar RJ.

e Aktudlni verze Prirucky jakosti je
k dispozici v programu ISO PACK, databazi 4
,,Rizena dokumentace® .

e Definice, odkazy a odbornd terminologie,
pouzité v této piirucce, jsou aplikaci vyrazi, 4
specifikovanych v CSN EN ISO 9000.

The management and administration of the
Quality manual is regulated by general rules
specified in QSM 05-01.

The QM (RI)- section is responsible for stor-
ing, actualization, distribution, change pro-
ceedings and filing.

The actual version of the Quality manual is
available in the program ISO PACK, database
“Managed documentation”

Definitions, references and expert terminol-
ogy, used in this manual, represent the appli-
cation of expressions specified in CSN EN
ISO 9000.
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2 Normativni odkazy / Normative references

Pfirucka jakosti je zpracovana dle pozadavka
vyplyvajicich z CSN EN ISO 9001; 2001 a CSN
EN ISO 13485; 2003.

Dale byl obsah ptirucky jakosti rozsifen o le-
gislativni pozadavky NV 181/2001 Sb. a smér-
nice 93/42/EU tykajicich se zdravotnickych
prostfedkd, NV 336/2004 Sb. a smérnice
97/23/EU tykajicich se vyroby tlakovych zafi-
zeni a zakonu ¢.18/1997 Sb. a ¢.13/2002 Sb.
Atomovy zakon.

The Quality manual is created according to re-
quirements that emerge from CSN EN ISO 9001;
2000 and CSN EN ISO 13485; 2003.

The contents of the Manual has been further ex-
tended by legislative requirements of: Govern-
mental Decree 181/2001 Coll. and Council
Directive 93/42/EEC concerning medical means,
Governmental Decree 336/2004 Coll. and Council
Directive 97/23/EEC concerning production of
pressure devices and the Acts No. 18/1997 Coll.
and No.13/2002 Coll. Atomic Act.
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3 Terminy a definice / Terms and definitions

BMT.......coinenn. BMT Medical Technology s.r.o.

CR..eiii Czech Republic (Ceska republika)

CSN...oooeeeeii, Czech national standard (Ceska statni norma)

ER .o, Economic management (Ekonomické tizeni)

EU........oo European Union (Evropska unie)

HE................... Main standard (Hlavni etalon)

HN.................. Tool management (Hospodafeni natfadim)

HV............. Finished product (Hotovy vyrobek)

P, Internal inspection (Interni provérka)

KS.o Designing department (Konstrukce)

ME.................. Marketing export (Marketing export)

\Y Quantity unit (MnoZstevni jednotka)

MR......oooo Marketing director (Marketingovy feditel)

MZ..........oonal. Purchase (Nakup)

OM......cceoeenne. Rough gauge (Orienta¢ni métidlo)

PE..........oonnl. Firm standard (Podnikovy etalon)

PM.................. Working gauge (Pracovni métidlo)

PR.....oooov Personal management (Personalni fizeni)

PS..oo Execution guideline (Provadéci smérnice)

PV Production planning (Planovani vyroby)

PVI(ZP))........... Management representative for quality (Representative for quality) (Predstavitel vedeni za
jakost (zmocnénec pro jakost))

QSM.......ceevne Quality system guideline (Smérnice systému jakosti)

(02 Quality record (Zaznam o jakosti)

RS.......l, Rationalization and services (Racionalizace a sluzby)

R, Quality management (Rizeni jakosti)

RV..ooioi, Production management (Rizeni vyroby)

SM..oiiiiinn Specified gauge (Stanovené métidlo)

ST Quality system (Systém jakosti)

THP................. Engineering-economic worker (Technicko-hospodatsky pracovnik)

TK.oooin Engineering inspection (Technicka kontrola)

..., Inland marketing (Tuzemsky marketing)

TP, Technological procedure (Technologicky postup)

TR Technological development (Technicky rozvoj)

TS, Service (Servis)

VKS....ooo Technical manager of the designing department (Vedouci KS)

VS Top guideline (Vrcholova smérnice)

VTIK.......oovna Input engineering inspection (Vstupni technicka kontrola)

Y/ Law Code (Zakonik prace)
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3.1.1 Definice procesu a vazeb

| Vedeni organizace | | Rizeni dokumenti a zdznami |

Vyroba TT 'Vyroba nerezového piislusenstvi Ostatni Vyroba
Vyroba VPS Vyroba tlakovych zatizeni | Obrobna |
Vyroba MPS | Lisovna |

Lakovna

Mertologické zabeznedeni | | Interni audit | | Monitorovani a méfeni nrocesti a virobkii
Management rizik Preventivni a napravna opatieni
| Company management | | Control of documents and records |

Production of rustless accessory Supporting production

Machining sho
Production of pressure devices £ S1op
. . Pressing shop
.l Production of small steam sterilizers

Production of large steam sterilizers Paintshop

Metrology provision | | Internal audit | | Measurement, analysis and improvement

Risk management Corrective and preventive actions
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4 Systém managementu jakosti / Quality management system

4.1 Vseobecné pozadavky / General requirements

Pii aplikaci SJ byly respektovany pozadavky
normy CSN EN ISO 9001 a smémice pro inter-
ni zabezpe&ovani jakosti CSN EN ISO 9004. Pti
tvorbé bylo dale vyuzito normy CSN EN ISO
13 485, ktera stanovi zvlastni pozadavky pro
vyrobce zdravotnickych prostredkd.

Prirucka jakosti ve svych kapitolach popisuje,
kterak organizace:

o identifikuje procesy potiebné pro systém
managementu jakosti a pro jejich aplikaci
v celé organizaci

e urcuje posloupnost a vzajemné pusobeni
téchto procest,

e uréuje kritéria a metody potiebné pro zajis-
téni efektivniho fungovani a fizeni téchto
procest,

e zajistuje dostupnost zdroji a informaci
nezbytnych pro podporu fungovani téchto
procest a jejich monitorovani,

e monitoruje, mefi a analyzuje procesy,

e uplatiiuje opatfeni nezbytnd pro dosaZeni
planovanych vysledki a neustalého zlepso-
vani téchto procest, vzhledem
k pozadavkiim ISO 13485 udrzuje efektiv-
nost téchto procesii.

V ramci systému jakosti jsou definovany proce-
sy vizkap. 3.1.1. Mapa procesit je soucasti
databaze ISO PACK - ,Procesni model®.
V ramci jejich definice je urceno:

e  vstupy a vystupy procest,

e vlastnik procesu

e dodavatelé a zakaznici procesu

e vazby na zékladni dokumentaci a zaznamy
e struény popis procesu

e vazby na ostatni procesy

Procesy jsou rozdéleny na:

e hlavni—H

e vedlejsi (kontrolni) — V
e fidici- R

During the application of the Quality system (SJ)
there were respected requirements of the standard
CSN EN ISO 9001 and the guideline for the inter-
nal quality guarantee CSN EN ISO 9004. During
the creation also the standard CSN EN ISO 13 485
has been used, that specifies special requests for
medical means producers.

The Quality manual, in its chapters, describes the
way the organization:

e identifies processes necessary for the quality
management system and for their application
in the whole organization,

e determines the sequence and reciprocal ef-
fects of these processes,

e determines criteria and methods necessary for
the guarantee of effective functioning and
management of these processes,

e provides the accessibility of resources and informa-
tion necessary for the support of functioning of
these processes and for monitoring them,

e monitors, measures and analyses processes,

e  cxercises measures necessary for achieving
of planned results and a continual im-
provement of these processes, keeps the ef-
ficiency of these processes with respect to
the requirements of 1SO 134835.

Within the bounds of the quality system there are
processes defined, see chapter 3.1.1. The process
map is included in the ISO PACK database —
“Process model”. Within the bounds of their defi-
nition there is following specified:

e process inputs and outputs

e  process owner

e  process suppliers and customers

e connection to basic documentation and records
e  brief process description

e connections to other processes

The processes are divided into:
e main—H
minor (check) -V

control — R
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4.1.1 Pozadavky normy CSN EN ISO 13 485 / Requirements of the standard CSN EN
ISO 13 485

V Prirucce jakosti jsou zohlednény principy
zabezpeCovani jakosti pro navrhovani, vyvoj,
vyrobu, pro uvadéni do provozu a servis zdra-
votnickych prostiedka.

Uziti terminit ,, spokojenost zakaznika*™ a ,, neu-
stalé zlepsovani* jsou v aplikaci normy ISO
13485 vylouceny, protoze nejsou v normé rele-

vantni (viz ISO 13485, kap. 1.1)

Odchylky pozadavkii ISO 13485 od ISO 9001
Jjsou vyznaceny modre kurzivou.

Pozadavky clankii normy tykajicich se sterilnich
zdravotnickych prostredkit (7.5.1.3; 7.5.2.2) a
implantabilnich zdrav. prostiedkii (7.5.3.2.2;
8.2.4.2) nejsou vzhledem k charakteru vyroby
aplikovany.

In the Quality manual there are considered princi-
ples of quality guarantee for designing, develop-
ment, production, for putting into operation and
service of medical means.

Using of terms “customer satisfaction” and
“continual improvement” are excluded in the
application of the standard I1SO 13485, because
they are not relevant in the standard (see ISO
13485, chapter 1.1)

Deviations of ISO 13485 requirements from ISO
9001 are marked with blue italics.

The requirements of articles specification relevant
to sterile medical devices (7.5.1.3; 7.5.2.2) and
implantable med. devices prostredkit (7.5.3.2.2;
8.2.4.2) aren't application in regard to character
of production.

4.2 PozZadavky na dokumentaci/ Requests for documentation

4.2.1 VSeobecné / Generally

Dokumentace
zahrnuje:

sytétmu managementu jakosti

e dokumentovanad prohlaseni o politice a ci-
lech jakosti,

e ptirucku jakosti,
e dokumentované _postupy pozadované CSN
EN ISO 9001 a CSN EN ISO 13485,

e dalsi dokumentované postupy nezbytné pro
zajisténi efektivniho fungovani organizace,

e ziznamy pozadované CSN EN ISO 9001 a

CSN EN ISO 13485.

o Dalsi dokumenty specifikované v narodnich
nebo regiondlnich predpisech.

Dokumentace je uplatnéna a udrzovana dle

pokyni uvedenych v QSM 05-01.

Pro kazdy typ zdravotnického prostredku je

v organizaci udrzovan soubor technické doku-
mentace, identifikujici dokumenty, které urcuji
pozadavky systéemu managementu jakosti. Na
tento soubor dokumentace se vztahuji pravidla
archivace platna pro zaznamy o jakosti viz kap.
4.2.4. Soubor technicke dokumentace je rizen a
archivovan v prostredi EasyArchiv. Dil¢t odpo-
veédnosti za aktualizaci a spravu jednotlivych
dokumentii jsou popsany v OSM 05-01 kap. 5.9.

Documentation of the quality management system
includes:

e documented declarations of the quality policy
and objectives

e quality manual,

e documented prvocedures required by CSN EN
ISO 9001 and CSN EN ISO13485,

o other documented procedures necessary for the sup-
port of effective functioning of the organization.

e records required by CSN EN ISO 9001 and

CSN EN ISO13485.

e Other documents specified in national or
regional regulations.

The documentation is applied and kept accord-
ing to instructions specified in QSM 05-01.

For each type of medical device a file of techni-
cal documentation is kept that identifies docu-
ments specifying requirements of the quality
management system. Archiving rules valid for
quality records refer to this file, see chapter
4.2.4. The file of technical documentation is
managed and archived in EasyArchiv. Partial
responsibilities for actualization and admini-
stration of individual documents are described
in OSM 05-01 chapter 5.9.
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4.2.2 Pf¥irucka jakosti / Quality manual

Prirucka jakosti spolecnosti je dokumentem I.
urovné a je vytvorena a udrZzovana na zakladé
pozadavkii normy ISO 9001 a ISO 13485 v
elektronické podobé.

Rozsah systému managementu jakosti je
znazornén v organiza¢nim schématu viz. Pti-
loha 2

QAM obsahuje odkazy na dokumentované
postupy viz kapitola 10.

Popis potadi a vzajemné vazby jsou procest
detailné¢ dokumentovany v ISO PACKU da-
tabazi ,,Procesni model*.

The Quality manual is a L.level-document and it is
created and kept on the basis of requirements of
the standard ISO 9001 and ISO 13485 in the elec-
tronic form.

The range of the quality management system
is shown in the organizational scheme, see
Appendix 2

QAM contains references to documented
procedure, see chapter 10.

Description of the sequence and reciprocal
connections of processes are documented in
detail in the ISO PACK database “Process

model”.

The Quality manual is regulated by the guideline

Ptirucka jakosti je fizena smérnici QSM 05-01
QSM 05-01 — Document management.

— Rizeni dokumentu.

4.2.3 Rizeni dokumentti / Document management

Dokumentace se déli podle pozadavki CSN EN
ISO norem do schématu, tzv. pyramidy doku-
mentace.

The documentation is, according to requirements
of the standards CSN EN ISO, divided into a
scheme, the so called documentation pyramid.

Zasady organizace, popis realizace
pozadavk( CSN EN ISO 9001 a CSN
EN ISO 13 485, podnikové vztahy,
odpovédnost a pravomoci. Odkazuje
na navazujici podklady

QAM ‘

Prirucka

jakosti
QSM Dokumentované
e technické a or-
Smer'nlce ganizacni po-
systému ‘ stupy

jakosti

Podrobné navody
k pracovnim

a zkusebnim
¢innostem.

Technické

QPP

Pracovni postupy

Obrazek 1 Pyramida dokumentace
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Organization principles, description of
realization of requirements CSN EN ISO
9001 and CSN EN ISO 13 485, relations
within the firm , rersponsibility and autho-

QAM ‘

Quality
manual

rities. Refers to continuing documents

QSM

Quality
system
guideline

QPP

Working procedures

Documented
technical and
organizational
procedures

Detailed instruc-
tions for working
and testing activi-

ties.
Technical

know-

how

Figure 2 Documentation pyramid

Prirucka jakosti (QAM), smérnice systému jakosti
(QSM), pracovni postupy (QPP) a zaznamy o
jakosti (QZJ) jsou fizeny pouze elektronickou
cestou v databazi "Rizend dokumentace" - ISO
PACK. Rizeni QAM, QSM, QZJ je popsano ve
smérnici QSM 05-01, fizeni QPP je popsano v
QPP 05-01.

Dokumentované postupy vychazi z téchto zasad:

a) za kontrolu a pfrezkoumani dokumenti
z hlediska ptfiméfenosti pfed jejich vydanim
odpovida PVJ,

b) prezkoumani a aktualizace dokumenti je
popséana v QSM 05-01,

c) elektronicky systém umoziiuje pouze jed-
noznaéné a nezaménitelné identifikovani
dokumentu,

d) distribuce dokumentl se déje elektronickou
cestou. Ve vyjimecnych pfipadech je moz-
né dokumenty distribuovat i v pisemné po-
dobé jako fizené dokumenty dle
distribu¢niho archu. Za aktualizaci a distri-

Quality manual (QAM), Quality system guideline
(QSM), working procedures (QPP) and quality
records (QZJ) are regulated only in the electronic
form in the database “Managed documentation” -
ISO PACK. The management of QAM, QSM,
QZJ is described in the guideline QSM 05-01,
management of QPP is described in QPP 05-01.

Documented procedures are based on following

principles:

a) The management representative for quality
(PVJ) is responsible for the check-up and re-
view of documents before their issuing from
the viewpoint of their adequacy,

b) review and actualization of documents is de-
scribed in QSM 05-01,

c) the electronic system enables only clear and
unchangeable identification of documents,

d) distribution of documents proceeds in the elec-
tronic way. In special cases documents can be
distributed in the written form, as managed
documents, according to distribution sheet.
The documentation department (responsible
quality management employee) is responsible
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buci takovychto dokumenti odpovida do- for actualization and distribution of these
kumenta¢ni misto (odpovédny pracovnik documents. The way of the document distribu-
RJ). Zpusob distribuce dokumenti zajistu- tion shall guarantee that the valid version of the
je, ze platna verze dokumentd je pfistupna documents is accessible in all necessary de-
na vsech potfebnych mistech partments.

N o o o e) the copy possessor is responsible for keeping

e) majitel vytisku odpovida za to, Ze vytisk je the copy legible and at an easy accessible place

udrzovan citelny a je uchovavan na snadno

dostupném misté f) for keeping and managing of the documents
f) za uchovavani a fizeni dokumenti externi- following persons are responsible:

ho ptivodu odpovidaji: e (SN and other standards — head of the de-

e CSN a jiné normy - vedouci oddéleni partment "Normalization"

"Normalizace" e Acts and regulations — firm lawyer.

e zakony a vyhlasky - podnikovy pravnik
Rigeni dokumentace externiho pivodu je po-  The management of documentation of external
psano v QSM 05-01. origin is described in QSM 05-01.
Tytoodokt'lmentry se distribuuji ’Odeb’n}”m Zriﬁso' These documents are distributed in a similar way
bem jako interni dokumenty v pisemné podobg., as internal documents in the written form.
Zastaralé dokumenty dokumentacni misto stdhne Qutdated documents are withdrawn from circu-
z obéhu a nahradi platnymi. lation by the documentation department and repla-

ced by valid ones.
Systém ISO PACK nastavenim vhodnych pfistu- The system ISO PACK secures, by means of ap-
povych prav a konfiguraci databaze zajiStuje, ze propriate access rights and database configura-
zmény dokumentace jsou pfezkoumany a schvale- tions, that the documentation changes are
ny odpovédnou osobou. reviewed and approved by a responsible person.
Jedna kopie zastaralych dokumentt je archivovana po One copy of the outdated documents is archived for the
dobu zivotnosti vyrobk, viz kap. 4.2.4.4. Po uplynuti whole service life of products, see 4.2.4.4. After the expi-
této lhity jsou dokumenty skartovany, dokumenty je ration of this term the documents are discarded. Docu-
mozno téz archivovat na elektronickych médiich, tento ments can also be archived on electronic carriers, this way
zpisob archivace je popsan v QSM 05-04. of archiving is described in QSM 05-04.
Za tizenou dokumentaci s postupy popsanymi v QSM As a managed documentation with procedures de-
05-01 je nutno povazovat rovnéz navody na pouziti, scribed in QSM 05-01 shall be considered also operat-
servis a instalaci — navody jsou fizeny obdobn¢ jako ing, service and installation instructions — the
QSM v ISO PACKU. instructions are managed in a similar way as QSM in
ISO PACK.
4.2.3.1  Druhy dokumentu dle vnitropodnikového ¢lenéni / Kinds of documents according to the internal

division

1. Organizacni a ridici akty

Ziakladni — normativni - Fidici akty:

e Organizacni rad

e Prirucky jakosti — (QAM, ASME, atd.)
o Katalog funkci

e Smérnice jakosti

e Technicko-organizacni predpisy, tj. smérnice
mimo systém jakosti

1. Organizational and managing acts

Basic- normative-managing acts:

e Organizational Code

e Quality manual’s — (QAM, ASME, atd.)
e C(Catalogue of functions

e Quality guideline

e Technically-organizational regulations, i.e.
guidelines outside the quality system
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Individuélni Fidici akty
e Rozhodnuti

e Metodické pokyny

o Piikazy

e (Oznameni

2. Provozni dokumentace

Vyrobni predpisy, firemni normy, standardni
operatni postupy, zaznamy o jakosti, pracovni
sesity, kontrolni postupy, vykresova dokumentace.

Individual managing acts
e Decisions

Methodical instructions
Orders

Notifications

2. Working documentation

Production regulations, firm standards, standard
operational procedures, quality records, working
notebooks, check procedures, drawing documenta-
tion.

4.2.3.2 Schvalovani a vydavani dokumentu a Gdaju / Approving and issuing of documents and data

Podnétem k vytvoreni a vydani dokumentu jsou

zejména:

e naplnéni pozadavkd norem ISO 9000,

e interni potieby systému fizeni jakosti spo-
le¢nosti .

Zpracovatel vypracuje navrh dokumentu a pod-
stoupi ho pfipominkovému a schvalovacimu
tizeni dle QSM 05-01 ptipadné QPP 05-01.

Rizeni dokumentii (smémic systému jakosti QSM)
je podrobné popsano ve smérnici QSM 05-01 a
QPP 05-01,ato:

e formalni podoba,

e zpracovani, pfezkoumavani, schvalovani a
uvoliovani pro SJ,

e vydavani a distribuce,
e identifikace dokumentt,
e revize dokumentu.

Rizeni konstrukéni a technologické dokumenta-
ce je popsano v QSM 09-05.
Rizeni ostatni dokumentace v QSM 05-02.

4.2.3.3 Zmény dokumentt / Changes of documents

Kdyz vedouci pfislusného utvaru zjisti, ze zasa-
dy pro provadéni ¢innosti popsané v dokumentu
neodpovidaji realité, je jeho povinnosti podat
pisemny navrh na zménu dokumentu jeho zpra-
covateli. Zmény dokumentl se provadi pro-
stfednictvim programu ISO PACK.

An impuls for creating and issuing of a document

is especially:

o fulfillment of requirements of the standards
ISO 9000,

e internal needs of the company’s quality man-
agement system.

The creator makes a draft and submits it for re-
mark and approval proceedings according to QSM

05-01, eventually QPP 05-01.

Management of documents (of the quality system

guidelines QSM) is described in the guideline QSM

05-01 and QPP 05-01, namely :

e formal appearance,

e creating, review, approving and releasing for
quality system (SJ)

e issuing and distribution,

e identification of documents,

e revision of documents.

Managment of the design and technological

documentation is described in QSM 09-05.

Management of other documentation is in QSM
05-02.

In case the head of the appropriate section discov-
ers that the principles for the execution of activi-
ties described in the document do not correspond
to reality, he is obliged to table a motion to the
creator to change the document. The changes of
documents are carried out by means of the pro-
gram [SO PACK.
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4.2.3.4 Rizeni technologické a konstrukéni dokumentace / Technological and design documentation
management

Rizeni této dokumentace je popsano v QSM 09-05. Management of this documentation is described in
Rizeni externi technologické a konstrukéni doku- QSM 09-05. The management of the external

mentace je rovnéz popsano v QSM 09-05.

technological and design documentation is also
described in QSM 09-05.

4.2.4 Rizeni zaznam( o jakosti / Management of quality records

4.2.4.1

4.24.2

Rizeni zaznamt o jakosti systému je popsano ve
smérnici QSM 16-01 — Rizeni zdznamtl o jakosti.

Vsechny zaznamy o jakosti musi byt udrzovany
v takovém vztahu, aby byly citelné a lehce do-
hledatelné.

Definice / Definitions

Zaznamy o jakosti - jsou dokumenty systému
jakosti. Zaznamenavaji vysledky postupt a
¢innosti, jez jsou vyznamné k prokazéani jeho
ucinnosti, shody vyrobkl s dokumentaci a
k prokazani pozadované jakosti findlnich vy-
robkll. Mohou byt v pisemné podob& nebo na
elektronickych ¢i jinych nosicich.

Garantovana doba Zivotnosti vyrobkd je pro
ucely archivace zaznamu o jakosti stanovena na
10 let, ptipadné dle specifikaci uvedenych
v QSM 05-02.

Viechny zaznamy o jakosti ve smyslu normy CSN
EN ISO 9001 a CSN EN ISO 13458 maji pied &isel-
nym oznacenim kod QZJ. Seznam platnych QZJ a
doba jejich ulozeni je uvedena v Matici doku-
mentace viz QZJ 16-01. Protokoly (dokumenty),
které nemaji charakter zdznamu o jakosti, jsou
oznagovany podle QSM 05-01 jako PRILOHY
ptislusnych QSM.

Zpracovatel kazdé smérnice, piipadné dalSich
materiald, je povinen provéfit vznikajici dokumen-
taci, zda nema charakter zdznamu o jakosti. Zpra-
covatel pfislusSného dokumentovaného postupu, v
némz se vyskytnou dokumenty majici charakter
zaznamu o jakosti, pteda ndvrh na vzor nového
dokumentu typu zdznamu o jakosti PVJ, a ten
dale postupuje dle QSM 05-01. V ptipade, ze ma
posouzeny dokument charakter zaznamu o jakosti,
zahme odpovédny zpracovatel dokumentovaného
postupu, novy dokument do ISO PACKU a PV]
do seznamu QZJ.

Management of system quality records is de-
scribed in the guideline QSM 16-01 — Manage-
ment of quality records

All quality records must always be kept in such
condition, that they are legible and can be looked
up easily.

Quality records — are quality system documents.
They contain results of procedures and activities,
that are important for proving of its effectiveness,
conformity of products with their documentation
and for demonstration of the required quality of
final products. They can be made in a written form
or on electronic or other carriers.

Service life of the products is, for the purposes of
quality records archiving, set to 10 years, eventu-
ally according to specifications betray into QSM
05-02.

Identifikace QZJ / Identification of quality records (QZJ)

All quality records, to the effect of the standard
CSN EN ISO 9001 and CSN EN ISO 13485, have the
code QZJ before their numerical identification. List of
valid quality records (QZJ) and term of their filing is
given in the Documentation matrix, see QZJ 16-01.
Protocols (documents), that have not the character of the
quality record, are designed according to QSM 05-01 as
APPENDIXES of the appropriate QSM.

Creator of each guideline, eventually of other docu-
ments, is obliged to verify the documentation being
formed, whether it has not the character of a quality
record. The creator of the appropriate documented
procedure, in which there occur documents having
the character of quality records, submits a draft of a
specimen of a new document - type quality record
(PVJ), and proceeds further according to QSM 05-
01. In case the verified document has the character of
the quality record, the responsible creator of the
documented procedure includes the new document in
the ISO PACK and the quality document (PVJ) in
the list of quality records (QZJ).
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4.2.4.3 Evidence zaznamut / Record files

Vzory platnych zdznamt jsou k dispozici v ISO
PACKu. Dokumenty zaznamt o jakosti mohou
existovat ve vice vyhotovenich. Mista ulozeni
originalt a lhity jejich archivace jsou uvedeny
v QZJ 16-01.

V BMT Medical Technology s.r.o. je preferova-
na archivace zaznamu v elektronické v prostiedi
EasyArchiv.

Zpusob zachazeni s takto ulozenymi dokumenty
a jejich zabezpeceni je popsano v QSM 05-05.

4.2.4.4 Lhuaty archivace

CSN EN ISO 13 485, 93/42/EU, NV 181/2001, 97/23/EU, NV 336/2004
CSN EN ISO 13 485, 93/42/EU, Governmental Decree 181/2001, 97/23/EU,

Specimens of valid records are available in ISO
PACK. Quality records documents can exist in
more copies. The places of filing the originals and
terms of their archiving are given in QZJ 16-01.

BMT Medical Technology s.r.o. prefers the ar-
chiving of records in an electronic form in
EasyArchiv.

The way of handling and securing the documents
saved in this way is described in QSM 05-05.

Governmental Decree 336/2004

Neni-li stanoveno jinak, fidi se lhtity archivace
zaznamu nasledujicimi pravidly:
DLE SMERNIC EU A NV - doba archivace
po dobu Zivotnosti vvrobku + alespoi 5 let po
zhotoveni posledniho vyrobku

® Prohlaseni o shodg,

®  Dokumentaci systému jakosti,

—  Smérnice systému jakosti,

—  Pfirucku jakosti,

—  Protokoly o typové zkousce,

—  Protokoly vystupni zkousky apod.
—  Vysledky managementu rizik

—  Dokumenty obsazené v Sanonu ,,Soubor
technické dokumentace

e Zmeény ve smyslu informovanosti notifikova-
ného organu, ktery schvalil systém jakosti, o
kazdém zaméru, ktery podstatné méni systém
jakosti nebo pokryty okruh vyrobki.

e Zadost o pfezkoumani navrhové dokumen-
tace notifikovanému orgéanu.

® Rozhodnuti a zpravy notifikovaného organu.

Dokumenty specifikované v QSM 05-02 jako
archivalie jsou archivovany po dobu existence
firmy.

DLE NORMY CSN EN ISO 13 485 — doba
archivace po dobu Zivotnosti vyrobku

If not determined otherwise, archiving terms are
regulated by following rules:

ACCORDING TO EU DIRECTIVES AND
GOVERNMENTAL DECREES - archiving
time for the service life of the product + at least
5 years after manufacturing the last product

e  Conformity report,

e Quality system documentation,
— Quality system guideline,

—  Quality manual,

—  Type test protocols,

—  Works test protocols etc.,

—  Results of risk management

—  Documents included in the folder “File of
technical documentation”

e Changes to the effect of well-informing of the
notified body, who has approved the quality
system, about any intention that changes the
quality system or the covered circle of prod-
ucts considerably.

e Requirement, submitted to the notified body,
to review the draft documentation.
e Decisions and reports of the notified body.

The Documents specified in QSM 05-02 like ar-
chival document are after lifetime firm archived.

ACCORDING TO THE STANDARD CSN EN
ISO 13 485 — archivig time for the support life

of the product
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e Zaznamy vztahujici se
k jednotlivym vyrobkim,

bezprostiedné

—  Statistické vyhodnoceni reklamaci,
—  Pravodni listy,

—  Specifikace materialu,

- atd.

DLE NORMY CSN EN ISO 9001 — doba
archivace bliZe nespecifikovana

Ostatni dulezité zaznamy, s archivacni lhitou
blize specifikovanou v matici dokumentace.

Dokumenty a zaznamy jsou ukladany v pfiru¢nich
registraturach pfipadné predavany kulozeni do
spisovny nebo archivu. Archivace dokumentl se
fidi QSM 05-02 Spisovym, skartacnim a archivac-
nim fadem.

Zpisob archivace je stanoven tak, aby bylo mozné
potebné dokumenty od vyzvy vyhledat a sestavit
do 48 hodin.

e Records relating immediately to individual
products,

—  Statistical evaluation of claims
—  Accompanying sheets,

— Material specification,

— etc.

ACCORDING TO THE STANDARD CSN EN
ISO 9001 — archiving time not nearer specified

Other important records with an archiving time,
that has not been nearer specified in the documen-
tation matrix.

Documents and records are stored in reference
filing cabinets and submitted eventually for stor-
ing into filing department or archive. The archiv-
ing of documents is managed according to QSM —
05-02 File, discard and archiving order.

The archiving is so organized that there is possible

to look out and make up the required documents
within 48 hours since the call.
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5 Povinnost managementu / Management duty

5.1 Odpovédnost managementu / Management responsibility

Vrcholové vedeni poskytuje dikaz o své osobni

angazovanosti a aktivité¢ k rozvijeni a uplatiovani

systému managementu jakosti a udrzovani jeho
efektivity.

e sdéluje v organizaci, jak je dilezité plnit
pozadavky zakaznikli a také pozadavky
predpisii a zdkonné pozadavky, vrcholové
vedeni tak Cinni formou prikazli vedeni,
pravidelnych porad a seminaid,

e stanovuje politiku jakosti a cile jakosti,
e provadi pfezkoumani vedenim viz kap. 5.6,

e zajistuje dostupnost potiebnych zdroji viz
kap. 6.

The top management supply an evidence of their
personal obligation and activities to develop and
apply the quality management system and to
maintain its efficiency by:

e informing the organization, how important it
is to meet the customers’ requirements and
also the requirements of regulations and legal
requirements, the top management carry it out
in form of management orders, regular meet-
ings and seminars,

e cstablishing the quality policy and quality
objectives,

e carrying out the management review, see
chapter 5.6,

e securing the accessibility of necessary re-
sources, see chapter 6.

5.2 Zaméreni na zakaznika / Customer orientation

Vrcholové vedeni zajist'uje, aby potieby a oce-
kavani zdkaznika byly stanoveny, pfevedeny na
pozadavky a plnény s cilem dosazeni jeho spo-
kojenosti (viz 7.2.1 a 8.2.1).

The top management guarantee, that customer’s
needs and expectations are specified, turned into
requirements and fulfilled with the objective to
achieve his satisfaction (see 7.2.1 and 8.2.1)

5.3 Politika jakosti / Quality policy

Vrcholové vedeni stanovuje politiku jakosti viz
dokument (QZJ 01-02). Politika jakosti je pra-
videlné pfezkoumavana a aktualizovana tak aby
ucinné reagovala na momentalni interni a exter-
ni potieby. Tvofi zéklad pro stanoveni cila ja-
kosti. Vrcholové vedeni dba nato, aby byla
politika jakosti sdélovana a pochopena na vsech
urovnich organizace.

Politika jakosti:
- vychazi z podnikatelskych zdmért organi-
zace,

- klade duraz na osobni angazovanost a akti-
vitu k plnéni pozadavkl a udrzovani efek-
tivnosti systému managementu jakosti,

- poskytuje rdmec pro stanoveni a prezkou-
mani cild jakosti,

- je sd€lovana a pochopena v organizaci

- je pravideln¢ 1x rofné piezkoumana
z hlediska kontinuity vhodnosti.

The top management establish the quality policy,
see document QZJ 01-02. The quality policy is
reviewed regularly and actualized so that it can
respond to momentary internal and external needs
effectively. It is the basis for the determination of
the quality objectives. The top management guar-
antee that the quality policy is told and understood
on all levels of the organization.

Quality policy:
- is based on the company business aim,

- emphasizes personal obligation and activities to
develop and apply the quality management system
and to maintain its efficiency

- provides a framework for determination and
review of quality objectives,

- is conveyed and understood in the company

- is regularly once a year reviewed from the view-
point of suitability continuity
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\ 5.4 Planovani/ Planning

5.4.1 Cile jakosti / Quality objectives

Vrcholové vedeni zajistuje stanoveni cilti jakosti
pro vSechny Utvary a irovné v organizaci.

Charakter cild je:
e specifické,
e  méfitelné,

e ambicidzni,
e realné,

e terminované.

Cile jakosti podléhaji pravidelnému vyhodnoco-
vani pii pfezkoumani systému jakosti vedenim.

Zakladni cile jakosti vychazejici z politiky jakos-
ti podniku jsou soucasti map procesi a dale
soucasti databaze Cile vISO PACKU. Kazdy
vedouci pracovnik je odpovédny za stanoveni,
realizaci a hodnoceni adekvatnich cili vztaze-
nych na procesy realizované jeho stfediskem.

The top management guarantee the specification
of the quality objectives for all sections and levels
in the organization.

The character of the objectives is:
e  (distinctive,

® measurable,

® ambitious,

o feasible,

® Jimited as to time.

Quality objectives are subordinate to regular
evaluation when reviewing the system by the
management.

The basic quality objectives, based on the com-
pany’s quality policy, they are a part of process
maps and also a part of the database Objectives in
ISO PACK. Every headman is responsible for
establishing, realization and evaluation of ade-
quate objectives related to processes realized by
his center.

5.4.2 Planovani systému managementu jakosti / Planning of quality management sys-

tem

Zdroje potiebné pro dosazeni cilt jakosti jsou
identifikovany a planovany.

Vysledek planovani je dokumentovan v Piirucce
jakosti, Smérnicich systému jakosti a ostatni
dokumentaci systému jakosti.

Plany jakosti v kterékoliv form¢ jsou pouze ve
formé fizené dokumentace.

Resources necessary for reaching the quality ob-
jectives are identified and planned.

The result of the planning is documented in the
Quality manual, Quality system guidelines and
other quality system documentation.

Quality plans in any form are only in form of the
managed documentation.

5.5 Odpovédnost, pravomoc a komunikace / Responsibility, authority and com-
munication

5.5.1 Odpovédnost a pravomoc / Responsibility and authority

Vzajemné vztahy mezi v§emi zaméstnanci, ktefi
fidi, provadi a overuji prace ovlivijici kvalitu,
véetné zajisténi jejich nezavislosti a pravomoci
jsou ziejmé s organiza¢niho schématu podniku a
z popisu prace konkrétnich zaméstnancu.

Mutual relations of all employees who manage,
perform and review all activities affecting quality,
inclusive securing of their independence and au-
thorities are obvious from the organization scheme
of the company and from job descriptions of
individual employees.
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Odpovédnosti a pravomoci v obecné urovni definuje matice odpoveédnosti.

Rizeni vyroby / Production

Vedeni spolecnosti/ Com-
management

pany management
Konstrukee / Designing de-

Expedice / Dispatching de-
partment

partment
Marketing / Marketing

Nékup/ Purchase

PVJ/PVJ

Rizeni jakosti / Quality ma-

nagement

Servis/ Service

Personalni fizeni / Personal
management

Ekonomickeé fizeni / Econo-
Mistr realizacniho stiediska

mic management
Int. Auditor / Int. auditor

P Vedeni organizace
kap.4.1,5,6.1/

Company management

chapter 4.1, 5, 6.1

w

P Personalini zdroje
kap. 6.2/

Personal resources
chapter 6.2

P Realizaéni zdroje
kap. 6.3,6.4/

Realization resources

chapter 6.3, 6.4

P Rizeni vyroby
kap.7.5,753,754,755/

Production management

chapter 7.5,7.5.3,7.5.4,7.5.5

PP Vyroba TT /
TT production

PP Vyroba VPS /
Production of large steam sterilizers

PP Viyroba MPS /
Production of small steam sterilizews

PP Vyroba RTG /
Production of X-ray units

PP Vyroba tlakovych zafizeni /
Production of pressure devices

PP Vyroba OPT /
OPT production

PP Ostatni vyroba /
Other production

(72 20 I 7 T I > T I @ I I @ T I 7 B B @]

PP Skladovani a expedice
kap.7.5.5/

Storing and dispatching

chapter 7.5.5

P Marketing, prodej
kap. 7.2/

Marketing, sale

chapter 7.2

P Vyvoj
kap.7.3,752.1/

Development

chapter 7.3,7.5.2.1

P Nakup
kap.7.4,754,755/

Purchase

chapter7.4,7.54,75.5

P Servis a sluzby zékaznikim
kap.7.5.1.2.2,7.5.1.23

Service and customer services chapter .

751.22,75123

P Metrologické zabezpedeni
kap. 7.6/

Metrology provision

chapter 7.6
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P Méfeni, analyza a zlepSovani

kap.8 /

Measurement, analysis and improvement

chapter 8

P Rizeni dokumentt a zaznamu

kap. 4.2/

Management of documents and records

chapter 4.2

P Rizeni vyrobni kooperace

kap. 7.5/

Management of production cooperation

chapter 7.5

P Management rizik

kap.7.1/

Risk management

chapter 7.1

P ... proces/process

PP ... podproces (dil¢i proces) / subprocess
O ... odpovida/is responsible

S ... spolupracuje / cooperates

I ... jeinformovan /is informed

5.5.2 Predstavitel managementu / Management representative

5.5.3 Interni komunikace / Internal communication

Vrcholové vedeni ve svém prohlaseni ¢. 2/2008
jmenovalo pfedstavitele vedeni pro jakost s
pravomocemi, které zahrnuji:

e  zajiSténi, Ze procesy systému managementu
jakosti budou zavedeny a udrzovany;

o piedkladani zprav vrcholovému vedeni o
vykonnosti systému managementu jakosti,
véetné potieb pro zlepSovani;

e zajiStovani a podporovani povédomi o
pozadavcich zakaznika a predpisi v celé
organizaci.

Vedeni spolecnosti a vedouci jednotlivych stie-
disek si na svych pravidelnych poradach poda-
vaji informace o stavu a efektivnosti systému
jakosti. Toto je dokumentovano v zapisech
zporad vedeni. Vedouci oddéleni informace
dale ptredavaji svym podiizenym na pravidel-
nych pracovnich schiizkach.

Informace o Systému jakosti jsou prilezitostné
uvefejiiovany v Casopise Paprsek a podniko-
vém Intranetu.

The top management appointed, in their declara-
tion No. 7/2001, the management representative
for quality with authorities that include:

® ouarantee, that the processes of the quality
management systems will be adopted and kept;

® submission of reports to the top management
about the efficiency of the quality management
system, inclusive demands for improvement;

e securing and support of awareness of the cus-
tomer’s requirements and regulations in the
whole organization.

The company management and the heads of indi-
vidual departments, on their regular meetings,
inform each other about the condition and the
effectiveness of the quality system. This is docu-
mented in the management meetings records. The
heads of departments submit the information to
their subordinates on regular working meetings.

The information about the Quality system is occa-
sionally published in the journal Paprsek and in
the internal Intranet.

5.6 Prezkoumani managementu / Management review

5.6.1 VSeobecné / Generally

Vrcholové vedeni v planovanych intervalech 1x

The top management, in planned one-year-
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rocné, provadi piezkoumani systému manage-
mentu jakosti.

5.6.2 Vstupy pro pfezkoumani / Review inputs
Vstupy pro piezkoumani tvori:

Pozadavky CSN EN ISO 9001 a CSN EN ISO
13485

Stav jakosti v probihajicim procesu a hod-
noceni vykonnosti procesu a shody vyrobku
vcetné novych nebo revidovanych poza-
davku predpisi,

Vysledky externich a internich provérek
(auditi),

Preventivni a napravna opatieni,
Externi reklamace, zpétna vazba od zakaznika,

Interni reklamace (vyvoj nakladd na ne-
shodné vyrobky a opravy),

Vyvoj nakladd na zajisténi jakosti,
Personalni rozvoj

Hodnoceni cilt a politiky jakosti,
Hodnoceni dodavatela,

Podnéty a informace v§ech pracovniki
spolecnosti na zlepSeni jakosti,

Hodnoceni opatieni z pfedchozich pie-
zkoumani vedenim,

Zmeény ovliviyjici systém managementu jakosti.

Vysledky managementu rizik

Pozadavky smérnic 93/42/EU, 97/23/EU

Napliiovani pozadavkl smémic — znacka CE,
Povinné hlaseni udalosti,

Stav dokumentace,

Seznam pfistroju s pfidélenou CE znackou,

Seznam piistrojui pripravovanych pro CE znacku,

5.6.3 Vystupy z pfezkoumani / Review outputs

Vystup z prezkoumani tvoii "Zprava z pre-
zkoumani SJ vedenim" - QZJ 01-01.
Zpréava obsahuje minimaln¢:

opatfeni pfijatd ke zlepSovani systému

jakosti a jeho procesi,

opatfeni pfijatd ke zlepSovani vyrobku ve

periods, carries out a review of quality manage-
ment system.

Review inputs consist of:

Requirements of CSN EN ISO 9001 and CSN
EN ISO 13485

Quality condition in the running process and
evaluation of the process effectiveness and of
the product conformity, inclusive new or re-
vised requirements of regulations

Results of external and internal inspections
(audits),

Preventive and corrective measures,
External claims, feedback from the customer,

Internal claims (development of costs for
nonconformist products and repairs),

Development of costs for quality support,
Personal development ,

Evaluation of quality objectives and policy,
Evaluation of contractors,

Impulses and information from all company
workers for quality improvement,

Evaluation of measures of previous reviews
by the management,

Changes affecting the quality management system.

Risk management results

Requirements of 93/42/EU, 97/23/EU

Guidelines requirements fulfillment — CE mark
Compulsory reports of events
Documentation condition,

List of devices with CE mark,

List of devices being prepared for CE mark,

The review output is represented by "Report of the qual-
ity system (SJ) review by management" - QZJ 01-01.

The report contains minimally:

measures accepted for the improvement of the
quality system and its processes

measures accepted for the improvement of the
product with respect to the customer’s requirements,
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vztahu k pozadavktim zakaznika, o

opatfeni pfijatd ke zlepSovani vyrobku ve
vztahu k zakonnym pozadavkim .

opatfeni piijata k potiebam zdroju,

stanoveni cilt jakosti.

measures accepted for the improvement of the
product with respect to the regulation’s,

measures accepted for the demands of re-
sources,

quality objectives specification.
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6 Management zdroju / Resources management

6.1 Poskytovani zdroju / Resources provision

Organizace zajist'uje zdroje potiebné:

e pro uplatnéni a zlepSovani procesl systému
managementu jakosti a udrzovani jeho
efektivnosti,

e  pro zajisténi spokojenosti zakaznika a plné-
ni pozadavku platnych predpisi.

Potfebné zdroje jsou definovany, planovany a
uplatiiovany v prubéhu pfipravy a realizace
procest.

The organization guarantees resources that are
necessary:

e for application and improvement of quality
management system processes and maintain-
ing its efficiency

e for guarantee of the customer’s satisfaction
and meeting the requirements of valid regula-
tions.

Necessary resources are defined, planned and
applied during the preparation and realization of
the processes.

6.2 Lidské zdroje / Human resources

6.2.1 VSeobecné / Generally

Kapitolu Lidské zdroje fesi smérnice QSM 18-01.

The chapter Human resources is dealt with in the
guideline QSM 18-01.

6.2.2 Odborna zpusobilost, védomi zavaznosti a vycvik / Professional qualifications,

awareness of importance and training

Pracovnici, ktefi jsou povétreni odpovédnostmi

v systému managementu jakosti spliiuji poza-

davky odborné zpusobilosti vyplyvajici z jejich

pracovni naplné. Tyto odpovédnosti jsou sou-
¢asti popist prace.

Systémem Skoleni je zabezpecovan jejich pro-

fesni a odborny rist.

Vycvik, povédomi a zptsobilost pracovniki ve

spolecnosti je detailné popsdna ve smeérnici

QSM 18-01.

1. Spole¢nost identifikuje potieby tykajici se
odborné zpusobilosti pracovnikti. Odpo-
védnost za stanoveni konkrétnich potieb
maji vedouci odd¢€leni, pozadavky predavaji
odpovédnému pracovniku PR dle postupt
uvedenych v QSM 18-01 k realizaci.

2. Na zakladé pozadavkl vyplyvajicich
z potieb spolecnosti a jednotlivych oddéleni
zajistuje PR odborné skoleni pracovnikd.

3. Hodnoceni provadi pfimy vedouci po skon-

The workers, who are charged with authorities in
the quality management system, meet the requests
for the professional qualifications resulting from
their job description. These authorities are a part
of job descriptions.

Their professional and expert growth is supported
by the training system.

The training, awareness and qualifications of the
workers is described, in detail, in the guideline
QSM 18-01.

1. The company identifies demands concerning the
workers’ professional qualifications. Heads of
departments are responsible for the specification
of particular demands, the requirements are sub-
mitted, for realization, to the responsible personal
management (PR) worker according to proce-
dures described in QSM 18-01.

2. On the basis of requirements resulting from
the demands of the company and of individual
departments the personal management (PR)
guarantee the professional training for the
workers.

3. The evaluation is carried out by the immedi-
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¢eni vycviku. Pokud vycvik nesplnil oceka-
vany vysledek nebo je nutné dale rozsitit
dovednosti a znalosti pfeda pozadavek na
PR k zaji§téni.

4. Na pravidelnych poradach stfedisek jsou
zameéstnanci spolecnosti seznamovani cili
spolecnosti, s novymi trendy a poznatky ty-
kajici se ¢innosti smétujici k uspokojovani
potieb zakaznika

Osvédceni o odborném $koleni je zaznamenano

v osobni karté pracovnika.

ate chief after the end of the training. In case
the training did not met the expected result or
if it is necessary to extend skills and knowl-
edge, he submits the requirement to the per-
sonal management (PR) to guarantee it.

4. The company employees are, on regular meet-
ings, informed about the company objectives,
new trends and knowledge concerning the ac-
tivity aiming at satisfying the customer’s de-
mands.

The professional training certificate is recorded in

the worker’s personal card.

6.3 Infrastruktura / Infrastructure

Spolec¢nost identifikuje, zajistuje a udrzuje vyba-
veni pro dosazeni shody vyrobku:

a) udrzuje budovy, pracovni prostiedi a souvise-
jici technické vybaveni na patficné trovni,

b) provadi pravidelnou udrzbu stroju a zafizeni a
obnovu strojniho parku v souladu s potiebami
zakaznika a investiénim planem spole¢nosti
viz QSM 09-02, pravidelnou tdrzbu a obnovu
hardwaru a softwaru viz QSM 05-04 o prove-
dené 0drzbé vede zaznamy,

¢) zajistuje podpirné sluzby pro plynuly chod
vyroby jako napf. manipulaci s vyrobky a ma-
teridlem mezi stredisky viz QSM 15-02, 15-
03.

The company identifies, provides and keeps
equipment for reaching the conformity of the
product: the company:

a) keeps buildings, working environment and
corresponding technical equipment on the ap-
propriate level,

b) carries out regular maintenance of machines
and devices and renovation of machine stock
in accordance with the customer’s demands
and with the company investment plan, see
QSM 09-02, with regular maintenance and
renovation of hardware and software, see
QSM 05-04, makes records of the performed
maintenance

¢) provides auxiliary services for a fluent run of
the production, for example manipulation
with products and material between centers,
see QSM 15-02, 15-03.

6.4 Pracovni prostredi / Work environment

Ukolem spole&nosti je zajistit bezpeénost a ochra-
nu zdravi pfi praci a vytvaiet podminky pro pired-
chazeni osobnim zranénim na vSech pracovistich
bez vyhrad. Toto ustanoveni plati i pro pracoviste
externi, kde musi byt takové podminky sjednany.

Prava, povinnosti a odpovédnost zaméstnancti na
vSech stupnich jsou uvedena v Zakoniku prace a rozsi-
fena v Pracovnim fadu. V podniku je uzavirana Ko-
lektivni  smlouva, kterda  blize  specifikuje
pracovnépravni, socidlni a dal§i podminky pro za-
méstnance a zameéstnavatele. Cilem je predchazet
konfliktnim situacim a zajistit vhodné pracovni klima
pro zaméstnance pii zabezpefeni podnikatelskych
zamera firmy. Kazdy zaméstnanec je povinen aktivné

The company is obliged to guarantee work safety
and health protection and to create conditions for
personal injury prevention at all workplaces
without reservation. This regulation is valid also
for external workplaces, where such conditions
must be agreed.

Rights, duties and responsibility of employees on
all levels are specified in the Law Code and ex-
tended in the Work Order. There is a Collective
agreement closed in the firm that specifies work-
law, social and other conditions for employees
and the employer. The objective is to prevent
conflict situations and to guarantee suitable
working atmosphere for the employees when
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spolupracovat v oblasti ochrany zdravi pii praci a byt
si védom odpoveédnosti za zdravi své a svych koleg.
Zvlastni pozornost je vénovana povinnosti seznamit
vSechny zaméstnance s pozamimi opatfenimi a posky-
tovanim prvni pomoci.

Na technickych zafizenich jsou provadény piedepsa-
né prohlidky, kontroly a revize za technické zalezi-
tosti odpovida utvar Racionalizace a sluzeb.

Odpovédnost za tuto oblast OBP je svéfena ttvaru
Personalniho fizeni a v oblasti Pozarni ochrany
utvaru Racionalizace a sluzeb.

Kazdy zaméstnanec podniku pii uzavirani pra-
covni smlouvy je proskolen osobou zpusobilou
z oblasti OBP a PO. Nasledné na pracovisti je
proskolen z oblasti OBP a PO na konkrétni pod-
minky pracovi§té. O proskoleni jsou zaznamy
v osobnich kartich zaméstnance na PR. Tato $ko-
leni se opakuji v zakonnych lhutach. U vSech
zaméstnancll jsou provadény vstupni, fadoveé,
periodické a v pfipadé rizikovych pracovist i
vystupni zdravotni prohlidky v zdkonnych lht-
tach. Tyto zaznamy jsou uloZeny na PR, ktery také
zodpovida za jejich realizaci.

Podnik ma povétenou osobu dle ZP pro oblast
OBP a preventistu v oblasti PO, osobu zptisobilou
pro oblast PO ma smluvné zajisténu. Podnik
v souladu s pravnimi pfedpisy od 1.1.2002 provadi
kategorizaci vSech praci v podniku, ktera jsou
soustavné  monitorovana a  zpiesiiovana.
S prislusnou kategorii prace je dle ZP seznamen
zaméstnanec. Firma provadi soustavné vyhledava-
ni rizikovych praci a na zaklad¢ tohoto vyhodno-
ceni pfidélovany OOPP. Jejich vydavanim je
povéten utvar MZ, kde pfislusny vedouci provadi
objednavaji dle platnych pravnich norem.

Firma provadi evidenci pracovnich urazil a jejich
vyhodnocovéni. Zameéstnanci jsou odSkodiiovani
v souladu s pravnimi pfedpisy a jeji vySe navrhuje
odskodnovaci komise a schvaluje vedeni spolec-
nosti. Za evidenci a odskodnovani je zodpoveédny
ved. PR.

Firma se zapojila do hnuti ,, Nekutacky podnik®.

meeting the company business aim. Every em-
ployee is obliged to cooperate actively in the
sphere of the health protection and to be aware of
his responsibility for his own and his colleagues’
health. Special attention is paid to the duty to
inform all employees about fire protection and
providing of first aid.

There are inspections, checks and revisions carried
out on the technical devices (TZ).

Responsibility for Work protection and safety
(OBP) has the department of Personal manage-
ment and for the Fire protection it is the depart-
ment of Rationalization and services.

Each firm employee, when closing the contract
of work, is trained by a person authorized for
Work protection and safety (OBP) and Fire pro-
tection (PO). Than he is trained in Work protec-
tion and safety (OBP) and Fire protection (PO)
directly in concrete conditions of his workplace.
This training is recorded in personal cards at the
department of Personal management (PR).These
training is repeated in statutory periods. All em-
ployees undergo input, ordinary, periodical and,
in case of high-risk workplaces, also output
health examinations in statutory periods. These
records are filed at Personal management (PR),
who is responsible for their realization.

The firm has an authorized person, according to
the Law Code, for Work protection and safety
(OBP) and a prevention worker for Fire protec-
tion (PO). A person competent for Fire protec-
tion (PO) is guaranteed contractually. The firm,
in accordance with legal regulations, creates
categories for all works in the firm since
1.1.2002. These works are systematically moni-
tored and put more precisely. The employee is
informed about the appropriate work category,
according to the Law Code. The firm searches
for high-risk works systematically and allocates
personal protective working aids. The depart-
ment of Purchase (MZ) is charged with handing
these personal protective working aids (OOPP),
the head of the Purchase department orders them
according to valid legal standards.

The firm carries out documentation of work inju-
ries and their evaluation. The employees are
compensated in accordance with legal regula-
tions and the highness of the compensation is
proposed by compensation board and approved
by the company management. For the documen-
tation and compensation the head of Personal
management (PR) is responsible.
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Podnik ma stanoven systém preventistii v oblasti
PO, pozarnich hlidek a kontrol PO
v mimopracovni dobé. Podnik zpracoval dle prav-
nich norem zaclenéni objektu dle kategorizace
pozéarniho nebezpeéi. V podniku je pét objektu se
zvySenym pozarnim nebezpecim.

Pro oblast zivotniho prostfedi ma firma jmenovanu
osobu zpusobilou, kterd odpovida za oblast zivotni-
ho prostfedi. Tato osoba je také zodpovédna za
kompletni evidenci, kontrolu atd. této oblasti.

Pro oblast chemie je jmenovana osoba zptisobila
kterad odpovidéa za oblast chemickych latek v pod-
niku. Tato osoba je také zodpovédna za kompletni
evidenci, kontrolu atd. této oblasti.

Firma nabizi produkty, které jsou pro zdravi neza-
vadné, bezpecné a ekologicky Cisté. Pred uvede-
nim do provozu jsou vzdy ovéfeny bezpecnostni
parametry dle pfislusnych norem. Cilem spolec-
nosti je naplnit pfiméfené¢ pozadavky pravniho
tadu CR a doporudeni EU, a to v oblasti zdravi,
bezpec€nosti, pozarni ochrany, hygieny prace a
pracovniho prostfedi. Soucasné na certifikované
urovni zajistit pozadavky jakosti a ekologie, z
hlediska uspor.

Charakter vyroby neklade zvysené naroky na
zdravi, cistotu a obleceni zaméstnancii. Rovnéz se
v ramci organizace nevyskytuji provozy se zvlast-
nimi podminkami prostiedi pracovniho prostiedi.

Pro manipulaci s kontaminovanym nebo potencio-
nalné kontaminovanym produktem je vytvoren
zvilastni predpis QPP 19-03.

The firm moved into the movement ,,Non-
smoker firm*.

The firm has a system of prevention workers for
Fire protection (PO), fire guards and Fire protec-
tion (PO) checks during the out-of-work time.
According to legal standards the firm created
division of objects into categories according to
fire danger. There are five objects in the firm
with an increased fire danger.

As to the environment, the firm has appointed a
competent person, who is responsible for the en-
vironment. This person is also responsible for
complete documentation, checks etc. in this field.

As to the chemistry the firm has appointed a
competent person, who is responsible for chemi-
cal stuffs in the firm. This person is also respon-
sible for complete documentation, checks etc. in
this field.

The firm offers products that are harmless for
health, safe and ecologically absolute. Before
putting into operation all safety parameters are
verified according to appropriate standards. The
objective of the company is to meet adequate
requirements of the legal order of the Czech Re-
public and EU recommendations concerning
health, safety, fire protection, working hygiene
and working environment, to guarantee meeting
the requests for quality and ecology on the certi-
fied level, from the viewpoint of savings.

The character of the production does not place an
increased stress on health, cleanness and clothes
of employees. Within the framework of the com-
pany there are no plants with special conditions of
working environment.

A special regulation QPP 19-03 is created for
manipulation with contaminated or potentially
contaminated products.
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7 Realizace produktu / Product realization

7.1 Planovani realizace produktu / Product realization planning

NV 181/ 2001 a NV 336/2004, smérnice 93/42/EU a 97/23/EU

V pribéhu realizace vyrobku jsou shromazd’ovany a uchovavany dokumenty obsahujici definice vy-
robku, vyrobni specifikace, specifikace zabezpecovani jakosti a pozadavky tykajici se bezpecnosti
zdravotnického prostiedku a tlakovych zafizeni. Tyto dokumenty jsou k dispozici u PVJ a vedouciho
KS. Lhity archivace jednotlivych ¢asti dokumentace viz kap. 4.2.3.4

Governmental Decree 181/ 2001 and Governmental Decree 336/2004, MDD 93/42/EU
and PED 97/23/EU

During the product realization there are collected and kept: documents that contain product defini-
tions, production specifications, quality guarantee specifications and requirements concerning safety
of the medical means and pressure devices. These documents are available at the Management repre-
sentative for quality (PVJ) and the Technical manager of the designing department (VKS). Archiving

terms of individual parts of the documentation see chapter 4.2.3.4

Pii planovani realizace produktu se postupuje

nasledujicim zplisobem:

a) stanoveni pozadavku na produkt a cilti jakosti
produktu, viz kap. 7.2.1,

b) analyza potieby zdrojii k zabezpeceni potieb-
nych procesu, zajisténi dokumentovanych po-
stupu, viz kap. 7.3,

¢) stanoveni ¢innosti ovérovani, validace, kont-
roly a zkousSent, kritérii pfijatelnosti produktu,
viz kap 7.3,

d) definice zaznami potiebnych pro poskytnuti
dikazu o splnéni pozadavkut kladenych na re-
aliza¢ni procesy a vysledny produkt, viz kap.
7.538.23a824.

Organizace dokumentuje pozadavky managementu
rizik behem realizace produktu. O provedeném
managementu rizik vede zdznamy v samostatné
slozce pro kazdy produkt - ,,Management rizik*.
Management  rizik je zpracovan v souladu

s pozadavky normy ISO 14971.

Postupy Managementu rizik jsou popsany v OSM
04-01, 04-02, 04-03.

Proces managementu rizik se tyka celé Zivotniho
cyklu vyrobku. Informace relevantni z hlediska

bezpecnosti nebo spolehlivosti jsou shromazdova-
ny v databazi ISO PACK — ,, Analyza rizik*.

Popis prace s touto databazi je v QPP 05-04.

When planning the product realization there is
proceeded in following way:

a)  specification of requests for the product and of the
product quality objectives, see chapter 7.2.1,

b) analysis of resources demand for guarantee of
necessary processes, guarantee of docu-
mented procedures, see chapter 7.3,

c) specification of activities of verification,
validation, checks and testing, of acceptabil-
ity criteria of the product, see chapter 7.3,

d) definition of records necessary for evidence
of meeting the claims posed on the realization
processes and the final product, see chapter
7.5.3,8.2.3 and 8.2.4.

The company documents the requirements of risk
management during the product realization. The
company keeps records of the performed risk
management in a special file for each product —
“Risk management”. The risk management is
processed in accordance with the requirements of
the standard ISO 14971.

The procedures of the Risk management are de-
scribed in QSM 04-01, 04-02, 04-03.

The Risk management process covers the entire prod-
uct lifetime. The information that is relevant from the
viewpoint of safety or reliability is collected in the 1SO
PACK database —*Risk analysis .

Description of work with this database is in QPP
05-04.
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7.1.1 Zivotni cyklus vyrobku

ETAPY VYVOJE NOVEHO VYROBKU

Etapa 0 marketingové zadani, oponentni fizeni

Etapa 1 zpracovani projektu - funkéni vzorek,
oponentni fizeni

Etapa 2 Konstrukce a vyroba prototypu, oponentni
fizeni

Etapa 3 Typova zkouska

Etapa 4 Ukonceni vyvoje, oponentni fizeni

ETAPY OSVOJENI VYROBY

Etapa 5 Rozvrh technologie

Etapa 6 Technologické postupy

Etapa 7 Technicko-hospodarské normy

Etapa 8 Konstrukce naradi

Etapa 9 Vyroba natradi a metidel

Etapa 10 Vyroba ovérovaci série, oponentni fizeni
Etapa 11 Zkouska vyrobku

Etapa 12 Uprava technické dokumentace a nafadi,
oponentni fizeni

ETAPY REALIZACE VYROBKU
Etapa 13 Vyroba

Etapa 14 Instalace

Etapa 15 Servis

PHASES OF THE NEW PRODUCTS DE-
VELOPMENT

Phase 0 Project assignment, project, opponent
proceedings

Phase 1 Functional pattern
Phase 2 Design and manufacturing of prototype
Phase 3 Type test

Phase 4 Development completion, opponent pro-
ceedings

PHASES OF PRODUCTION ADOPTION
Phase 5 Technology schedule

Phase 6 Technological procedures

Phase 7 Engineering-economic standards

Phase 8 Tool designing

Phase 9 Manufacturing of tools and measuring gauges

Phase 10 Manufacturing of the experimental batch,
opponent proceedings

Phase 11 Testing the product

Phase 12 Adaptation of the technical documenta-
tion and adjustment of the tools, opponent pro-
ceedings

PHASES OF PRODUCTS REALIZATION
Phase 13 Production

Phase 14 Installation

Phase 15 Servicing

7.1.2 Externé zajiStované procesy / External processes

V ramci planovani vyrobnich procest jsou nékteré
z nedostatku kapacit, nebo vhodnych technologii
planovany externé — v kooperaci.

Zpusob fizeni t&chto procest je popsan v QSM 09-01.

Takto zajistované procesy podléhaji pfezkoumani:
- vlivu na spolehlivost nebo bezpecnost vyrobku,

- pozadavki na validaci.

Operace vykonavané v kooperaci jsou provedeny
na zékladé smluvnich vztahti mezi BMT Medical
Technology s.r.o. a kooperantem. Soucasti téchto
smluv je i dohoda o kvalité provedenych praci,
zpusobech piejimky a sankcich. Jako soucast vali-

Within the bounds of the production processes
planing some processes are planed externally — in
cooperation, for the reason of lack of capacities or
suitable technology.

The way of managing theses processes is de-
scribed in QSM 09-01.

In this way secured processes are subordinate to
the review of:

- the influence on product reliability or safety,

- requirements on validation.

The procedures supplied in cooperation are per-
formed on the basis of contractual relations be-

tween BMT Medical Technology s.r.o. and the
cooperator. These contracts also include the
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dace procest mize byt proveden i audit u dodava- agreement on the quality of performed work, way

tele (kooperanta).

V pravidelnych intervalech se provadi hodnoceni

of reception and sanctions. The process valida-
tion may also include the audit at the supplier’s
(cooperator’s) site.

dodavatelii podle postupii uvedenych vkap. There is an evaluation of suppliers carried out

7.4.1.1.

regularly, according to procedures described in
chapter 7.4.1.1.

7.2 Procesy tykajicich se zakaznika / Customer related processes

7.2.1 lIdentifikace pozadavku tykajici se produktu / Identification of product related re-
quirements

Pozadavky zakaznika na vyrobek jsou identifi-
kovany v ,,Privodnich listech® v databazi Lotus
Notes a to jak:

a) unestandardnich vyrobkt

b) u standardnich vyrobka

a to minimalné v rozsahu:

a) identifikace pozadavkh na dostupnost,
dodani a podporu,

b) pozadavkd nespecifikovanych zakaznikem,
ale nezbytnych pro zamyslené pouziti - po-
zadavku specifikovanych vyrobcem,

¢) pozadavkl vyplyvajicich z predpisi a za-
konnych pozadavki.

The customer’s requests for the product are identi-
fied in “Accompanying documents” in the data-
base Lotus Notes:

a) for non-standard products
b) for standard products
minimally in the range of :

a) identification of requests for availability,
delivery and support,

b) requirements not specified by the customer
but necessary for the intended use - require-
ments specified by the producer,

c) requirements resulting from regulations and
legal requirements.

7.2.1.1  Identifikace poZadavku pro export — Zastupitelska smlouva

Referent ME zjiSt’'uje za pomoci obchodniho
zastupce narodni poZadavky na uvedeni pii-
stroji BMT Medical Technology s.r.0. na
lokalnim trhu. (viz. pasaz standardni Zastupi-
telské Smlouvy: "Obchodni zastupce se zavazu-
je aktivné spolupracovat pii certifikaci pfistroji
a prubézné sledovat platné technické normy a
pozadavky na provoz vyrobkl stanovenych v
této smlouvé a informovat zastoupeného o na-
rodnich pozadavcich a jejich zménach"). Zjiste-
né informace jsou piedavany jednotlivym
odbornym tutvarim k feSeni a to napf. formou
specifikaci v Privodnich listech, formou e-
maill, formou porad za Ucelem stanoveni po-
stupli pro umisténi vyrobkil v daném teritoriu
apod.

With the assistance of the commercial repre-
sentative the ME officer ascertains the na-
tional requirements for introduction of the
instruments made by BMT Medical Technol-
ogy s.r.o. on the local market. (see the section
of a standard Agency Agreement: "A commer-
cial representative undertakes to cooperate ac-
tively in certification of instruments and
continuously obey the valid technical standards
and the requirements for operation of products
stipulated in this contract and to inform the
represented subject about the national require-
ments and their alterations"). The ascertained
information are handed over to the respective
expert departments to solve and for example, in
the forms of specification in the Accompanying
sheets, in the form of e-mails, in the form of
consultative meetings for the purpose of deter-
mination of procedures for placing of merchan-
dise on the market territory in question etc.

The requirements for elaboration of language
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Pozadavky na provedeni jazykovych mutaci pri-
vodni dokumentace jsou popsany v QSM 05-01
Rizeni dokumentii a zaznamd, kap. 5.4.4.1 Tvorba
dokument.

Propagace na zakladé pozadavku marketingu
zahaji pripominkové fizeni na zdrojové texty do-
kumentu ulozeného v EasyArchivu. Ty zreviduji
povéfené odborné utvary (ME, RJ, KS, Normali-
zace) dle mistné platné legislativy a dle regional-
nich specifik zpracovavané jazykové mutace. Po
vyjasnéni a zapracovani pfipominek je vysledny
text zaslan k prekladu. Prelozené podklady jsou
zpracovany v grafickém programu a nasledné za
spoluprace marketingu zaslany rodilému mluv¢i-
mu ke korektufe. Po zapracovani zmén je dale
dokument fizen v ISO PACKU obdobné jako u
ceské verze dokumentu.

versions of the accompanying documentation are
described in QSM 05-01 Control of documents
and records, Chapter 5.4.4.1 Document creation.

Promotion on the basis of the requirement of the
marketing department commences the comments
proceedings for the source texts of the document
archived in the EasyArchive. Those will be re-
vised by the accredited expert departments (ME,
RJ, KS, Normalization) pursuant to the locally
valid legislation and regional specifics of the
processed language mutation. After clarification
and incorporation of the comments the resulted
final text is send for translation. The translated
ground data are processed in graphic programme
and subsequently in cooperation of marketing
department there are sent to a native speaker for
correction.. After incorporating the changes the
document is still controlled within the ISO PACK
similarly as in case of the Czech language version
of the document.

7.2.2 Prezkoumani pozadavku tykajicich se produktu / Review of product related re-
quirements

7.2.2.1

Postup pfezkoumani pozadavkil je obsazen v
QSM 03-01.

Tento postup zajistuje Ze:

a) pozadavky na vyrobek jsou stanoveny a
dokumentovany,

b) pozadavky zékaznika jsou pied jejich piije-
tim potvrzeny,

c) pred piijetim objednavky jsou vyfeSeny
lisici se poZzadavky z tendru nebo poptavky,

d) organizace je schopny plnit pozadavky v
dohodnutém rozsahu.

Vysledky prezkoumdni jsou zaznamenavany
v Priivodnim listé.

Postup prezkoumani / Review procedure

Chronologicky tento proces zahrnuje problema-

tiku nésledujicich okruhii ¢innosti:

e poptavky jsou v BMT Medical Technology
s.1.0. po prijeti predany pfislusnému oddéle-
ni, kterému poptavka nalezi. Piislusny refe-
rent po zjisténi pfipadnych informaci
vytipuje vhodné zbozi a po piezkoumani po-
ptavky (po dohod¢ se zakaznikem) zpracuje
nabidku. Samotny proces piezkoumani po-
ptavky fesi varianty, jestli se jedna o stan-
dardni ¢i nestandardni vyrobek, je-li ¢i neni

The requirement review procedure is described in
QSM 03-01.

This procedure guarantees that:

a) requests for the product are defined and
documented,

b) customer’s requirements are confirmed be-
fore accepting them,

c) before accepting the order there are differentiating
requirements of tender or demand resolved,

d) the organization is able to meet requirements
in the given range.

Review results are recorded in the Accompanying
document.

Chronologically this procedure includes problems
of following activities:

e in BMT Medical Technology s.r.o. the de-
mands are, after their acceptation, forwarded to
the appropriate department, to whom the de-
mand belongs. The appropriate officer, after
identification of eventual information, defines
roughly the suitable goods and after revision of
the demand (after the agreement with the cus-
tomer) makes an offer. The process of demand
review itself deals with variants, if it is a stan-
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na skladé.

Soucasti QSM 03-01 je rovnéz piezkoumdvani

poptavky na smlouvy obsahujici vyrobky doda-

né zakaznikem.

e nabidka - za jednoznacnost zpracovani na-
bidky v softwarovém systému ,,XAL*“ odpo-
vida pfislusny prodejni referent. Vytisténa
nabidka je zaslana zékaznikovi a jedna kopie
ptilozena k poptavce.

e objednavka - obdrZena objednavka je preda-
na piislusnému referentovi. Pokud objed-
navce predchazela nabidka, je provedena
kontrola shody objednavky s nabidkou. Pfi-
padné nejednoznacénosti objednavky fesi pfi-
slusny prodejni referent se zdkaznikem.

Na zéklad¢ doslé a zkontrolované objednavky

prodejni referent opakované potvrdi nabidku na

kupni smlouvu nebo vytvofi v softwarovém
systému ,, XAL* pfimo kupni smlouvu (pokud
byla u€inéna piimo objednavka).

Kupni smlouva - je evidovana v softwarovém

systému ,, XAL®“. Potvrzenou kupni smlouvou

kon¢i proces prezkoumani smlouvy.

Pokud je kupni smlouva potvrzena jinému nez
kone¢nému uzivateli - odbératel pak je povinen
vést evidenci o prodeji téchto vyrobku konec-
nému odbérateli.

7.2.2.2 Zména smlouvy / Change of contract

Neni-li smlouva potvrzena z diivodu nepodstat-
nych zmén provedenych zdkaznikem, prodejni
referent TM, ME, TS provede dofeSeni spor-
nych bodl se zakaznikem. O tomto provede
zaznam s prilozenim kjiz vytisténé kupni
smlouve.

Neni - li smlouva potvrzena z diivodu podstatnych
zmén provedenych zakaznikem, prodejni referent
postupuje dle rozsahu zmén znovu od bodu 5.2.
této smérnice.

V piipadé¢ uplatnéni pozadavku na zménu terminu
dodéani vjiz uzavfené kupni smlouvé ze strany
dodavatele je postupovano dle QSM 09-01.

V ptipad¢ uplatnéni pozadavku na zménu jiz
uzaviené kupni smlouvy ze strany odbératele je
tato realizovana dle postupu platného pro objed-
navku zakaznika - bez piedchozi nabidky.

TM - informuje pfislusné utvary o povinnosti

dard or non-standard product, if it is or is not in
stock.

QSM 03-01 includes also reviewing of demand
concerning contract where products delivered by
the customer are included.

e offer — for the exactness of processing the offer
in the software system “XAL” the appropriate
sales officer is responsible. The printed offer is
sent to the customer and one copy is enclosed
to the demand.

e order — the obtained order is forwarded to the
appropriate officer. If there was an offer before
order, there comes a check of conformity between
the order and the offer. Eventual ambiquities of the
order will be agreed by the appropriate sales offi-
cer with the customer.

On the basis of the received and checked order the
sales officer reconfirms the offer into the contract
of purchase or creates the contract of purchase
directly in the software system “XAL” (if the
order has been made directly).

The contract of purchase — is filed in the software
system “XAL”. The process of contract review is
finished by the confirmed contract of purchase.

If the contract of purchase is confirmed to another than
the final user — then the consumer is obliged to file the
purchase of this products to the final consumer.

If the contract is not confirmed because of irrele-
vant changes made by the customer, the sales
officer of Inland marketing (TM), Marketing ex-
port (ME), Service (TS) settles the controversial
issues with the customer. He makes a record of
this negotiation and encloses it to the already
printed contract of purchase.

If the contract is not confirmed because of relevant
changes made by the customer, the sales officer
proceeds, according to the extent of the changes,
from the point 5.2. of this guideline.

In case the contractor sets up a request for the
change of the delivery date in the already closed
contract of purchase, there is proceeded according
to QSM 09-01.

In case the customer sets up a request for the
change of the delivery date in the already closed
contract of purchase, this contract is realized ac-
cording to the procedure valid for the customer
order — without previous offer.

Inland marketing (TM) — informs appropriate
departments about the duty to interrupt works on
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prerusit prace na realizované zakazce do doby
doteseni pozadavkl odbératele a uzavieni nové
kupni smlouvy.

Organizace komunikuje se zakazniky formou:

a) sdélovanim informaci o produktu prostied-
nictvim oddéleni propagace a ve spolupraci
s marketingem,

b) vyfizovani poptavek, objednavek, smluv a
jejich zmén viz 7.2

c) zpétné vazby od zakaznika, véetné stiznosti
a to zejména v prubchu etap predprodejni a
poprodejni péce o zakaznika viz kap 8.2.1.

d) informativnich upozornéni v ramci reseni
preventivnich a napravnych opatieni, pri-
padné reseni opatreni vzniklych v souvislosti
s vyskytem nezadouci prihody viz kap. 8.5.1.

V piipadé, kdy dochdzi ke zménam, upravam,

pfipadné k jinym vlivim majicim za dusledek

nutnost vydani dodate¢nych informativnich
upozornéni ke zdravotnickym prostredkim jiz
uvedenym na trh a to v oblastech :

- pouzivani zdravotnického prostiedku,
- zmény modifikace zdrav. prosttedku,
- vraceni zdrav. prostiedku,

- zniCeni, likvidace zdrav. prostiedku,

déje se toto prostrednictvim obchodnich partne-
i, servisnich stiedisek nebo piimo zaslanim —
upozornéni kone¢nému wuzivateli zdrav. pro-
sttedku. Konkrétni postup se urci vzdy indivi-
dudlné na zakladé vyhodnoceni charakteru
upozornéni za spoluprace oddéleni konstrukce,
fizeni jakosti, marketingu a servisu.

the order being realized till the consumer’s re-
quirements are settled and a new contract of pur-
chase is made.

7.2.3 Komunikace se zakaznikem / Communication with the customer

The organization communicates with customers in
form of:

a) informing about the product through the propa-
gation department and in cooperation with the
marketing,

b) servicing of demands, orders, contracts and
their changes, see 7.2

¢) feedback from the customer, inclusive com-
plaints, especially during the phases of the pre-
purchase and post-purchase customer care, see
chapter 8.2.1.

d) information messages in the framework of solu-
tion of preventive and corrective measures, even-
tually solutions of measures arisen in connection
with an undesirable event, see 8.5.1.

In the case that there comes to alterations, modi-
fications or to other impacts causing a necessity
of issuance of additional informative warnings
regarding to medical means already introduced
on the market and namely in the spheres of:

- utilization of a medical means,

- alterations of modification of the medi-
cal means,

- return of the medical instrument,

- destroying, liquidation of the medical
means,

it is realized by means of business partners, ser-
vice centres or directly by sending —a notice for
the final user of the medical means. Actual ap-
proach is determined on the basis of assessment of
the notice character in cooperation of the design
department, quality control, marketing and ser-
vice.

7.3 Navrh a vyvoj/ Design and development

Oblast navrhu a vyvoje je popsana v QSM 04-01.

Pozadavek, nebo nameét na novy vyrobek se posu-
zuje nejdrive v marketingovém oddeéleni.

Jako nastroje pro vyhodnoceni akceptace poza-
davku slouzi:

- vysledky rizikové analyzy,

The field of design and development is described
in QSM 04-01.

Requirement or a new development topic is re-
viewed in the marketing department first.

As  tools for the evaluation of the requirement
acceptance serve:

- results of risk analysis

- identified customer requirememts
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- zjisténé pozadavky zdkazniki,
- moznosti uplatnéni na trhu,

- stav konkurence,

- vysledky hodnotové analyzy,
- QOFD,

- a dalsi vhodné metody.

V pripadé schvdleni se podstupuje ke zpracovani do
oddeleni konstrukce (dle smernice QSM 04-01).
Zadani pozadavkii na nové vyrobky musi obsaho-
vat i definici parametrii podle kap. 7.2.1, odst. 2,
pism. a)-c) véetné dalsich dopliujicich pozadavkii
urcenych organizaci.

- market opportunities

- competitors’ opportunities
- value analysis results

- OFD

- other suitable methods

In case of an approval the topic is submitted to the
designing department (according to the guideline
OSM 04-01).

Requirements on new products shall also include
definition of parameters according to chapter
7.2.1, par. 2 a)-c) inclusive further additional
requirements determined by the company.

7.3.1 Planovani navrhu a vyvoje / Design and development planning

Dle pozadavki na vyvoj sestavi VKS plan tech-
nického rozvoje, vcetné rozpisu nakladii na
feSeni. Sestaveny plan technického rozvoje po
projednani schvaluje MR. Naklady na feSeni
tikoli predlozi MR na ER pro sestaveni finané-
niho planu. Zarazeni tikolti do planu je mozné
provést v prubéhu roku. O priorit¢ feSenych
tikolii rozhodne MR po projednani s VKS.

VKS  urcuje odpovédného  fesitele
ze zaméstnanci Konstrukce a dalsi spoluza-
méstnance. Cinnosti, které ovliviiuji pii tvorbé
navrhu jakost vyrobku, jsou v jednotlivych
utvarech planovany a pfidélovany zaméstnan-
cum, jejichz kvalifikace, znalosti, zkuSenosti a
osobni vlastnosti zarucuji splnéni cili zadani.

Vyvoj aosvojeni ukollt TR se déli do etap.
Soucasti popisu jednotlivych etap (OSM 04-01 )
je definice dokumentii potrebnych k prechodu
z jedné faze do dalsi, véetné pozadavkii na pre-
zkoumani, overovani a validaci. Na zakladé
projednani planu TR s RV je mozno jednotlivé
etapy osvojeni vyroby sestavit tak, aby se vza-
jemné piekryvaly z divoda kapacitniho vyuziti
jednotlivych utvart, které se na feseni podili, a
bylo urychleno feseni ukolu.

According to requests for development the techni-
cal manager of the designing department (VKS)
creates a plan of technical development, inclusive
cost breakdown for the solution. The technical
development plan is, after discussion, approved by
the Marketing director (MR).The costs for the
project solution are submitted by the Marketing
director (MR) to the Economic management (ER)
for creating of financial plan. The projects can be
inserted in the plan during the year. The Market-
ing director (MR) decides about the priorities of
the solved projects after discussion with the tech-
nical manager of the designing department (VKS).

The technical manager of the designing depart-
ment (VKS) appoints one of the designing de-
partment employees as the responsible solver and
further collaborators. The activities, that, during
the designing, affect the product quality, are
planned in the departments and assigned to em-
ployees, whose qualification, knowledge, experi-
ence and personal features guarantee meeting the
objectives of the project.

Development and adopting of technical development
(TR) tasks is divided into phases. One part of the
description of individual phases (QSM 04-01) is
the definition of documents necessary for the tran-
sition from one phase to another one, inclusive
requirements on review, verification and valida-
tion. On the basis of the discussion of technical devel-
opment plan with the Production management (RV)
individual adopting phases can be so ranged, that they
overlap each other for purposes of using the capacity
of all departments, who take part in solution, and so the
project solution can be accelerated in this way.
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Vystup z planovani je dokumentovan.

7.3.2 Vstupy pro navrh / Design inputs

Predmétem vyvoje jsou nové vyrobky. Nepatii
sem pievzaty vyrobek, péce o standardni vy-
robky ve vyrobé€, zavedeni nové technologie a

pod.

Namét na vyvoj mize podat kdokoliv a uplatnit jej
v TM. Zde bude namét posouzen a bude rozhod-
nuto o zpracovani do pozadavku na vyvoj.

Posouzeni namétu zpracovaném v ,,Pozadavku
na vyvoj“ provedou na spolecném jednani za-

stupci:

e Marketingu,

e Konstrukce,

e Rizeni jakosti,
e Servisu,

e Rizeni vyroby,

e Ekonomického fizeni, pod vedenim MR.

Pfi jednani se ndmét zhodnoti mimo jiné z hle-
diska strategie firmy, aktudlnosti vyvoje v dobé
jeho dokonceni, schvaleni a certifikace, vyrob-
nich kapacit a moznosti, potfebné odbornosti
zameéstnancl konstrukce, navratnosti vlozenych
prostiedkd, alternativach feSeni apod.

Vstupy pro navrh a vyvoj zahrnuji:

a) pozadavky na funkCnost a provedeni a
bezpecnost podle zamysleného pouziti,

b) aplikovatelné zakonné pozadavky a poza-

davky predpisi,

¢) informace odvozené z ptedchozich podob-

nych navrht
d) dalsi podstatné pozadavky

e) vystupy z managementu rizik

Tyto vstupy jsou prezkoumany a schvaleny

z hlediska primérenosti.

7.3.3 Vystupy z navrhu / Design outputs

Vystupy zndavrhu a vyvoje jsou

k jednotlivym etapam vyvoje.

Etapa 0 Zadani ukolu, projekt, oponentni fizeni

Etapa 1 Funk¢ni vzorek

The output of the planning is documented.

The aim of development are new products. Taken
products, care for standard products in the produc-
tion, implementation of new technology etc. do
not belong there.

A development topic can be initiated and enforced at
the department of Inland marketing (TM) by any-
body. Here the topic will be considered and its turn-
ing into development demand will be decided.

The topic, turned into “Development demand”
will be considered on the common meeting by
representatives of:

e Marketing,

e Designing department,

e Quality management,

e Service,

e Production management,

e Economic management, under leadership of
Marketing director (MR).

During the discussion the topic will be considered,
apart from other things, from the viewpoint of the
firm strategy, actuality of the development at the
time of its finishing, approval and certification,
productive capacities and possibilities, necessary
professional knowledge of the designing depart-
ment employees, payoff of invested financial
means, alternative solutions etc.

Inputs for draft and development include:

a) requests for functionality and workmanship
and security according to the intended use,

b) applicable legal requirements and require-
ments of regulations,

c) information drawn from previous similar
drafts

d) other fundamental requirements
e) risk management outputs

These inputs are reviewed and approved from the
viewpoint of adequacy.

Design and development outputs relate to indivi-
dual development phases.

Phase 0 Project assignment, project, opponent
proceedings




$

MMM Group

Prirucka jakosti
Quality manual

QAM

Vydani / Edition 7

38/63

Stana/ Page

Etapa 2 Konstrukce a vyroba prototypu
Etapa 3 Typovéa zkouska

Etapa 4 Ukonceni vyvoje, oponentni fizeni

ETAPY OSVOJENI VYROBY

Etapa 5 Rozvrh technologie

Etapa 6 Technologické postupy

Etapa 7 Technicko-hospodarské normy

Etapa 8 Konstrukce naradi

Etapa 9 Vyroba naradi a métidel

Etapa 10 Vyroba ovétfovaci série, oponentni
fizeni

Etapa 11 Zkouska vyrobku

Etapa 12 Uprava technické dokumentace a na-
fadi, oponentni fizeni

Vystupy z navrhu a vyvoje:

a) spliuji vstupni pozadavky na navrh a vyvoj,

b) poskytuji vhodné informace pro nakupova-
ni, vyrobu a pro poskytovatele sluzeb,

¢) obsahuji pfejimaci kritéria pro produkt

d) specifikuji znaky produktu, které jsou pod-
statné pro jeho bezpecné a spravné pouzi-
vani.

Zaznamy z vystupti navrhu a vyvoje jsou udrzo-

vany a archivovany.

7.3.4 Prezkoumani vyvoje / Development review

VKS a zastupci ostatnich fesitelskych tutvart
provadgji prubézné kontrolu plnéni ukold vyvoje,
a to minimaln€ jednou za ¢tvrt roku. Dojde-li pfi
feSeni tkolu k odchylce od planu TR, navrhne
VKS opatfeni a po jeho schvaleni MR provede

zménu planu TR.

Zmeény planu TR jsou popsany v QSM 04-01.
Vysledky piezkoumani a zdznamy o nezbytnych
opatfenich jsou udrZzovany formou zdznamt o
jakosti.

Vramci prezkoumani se ovéruje schopnost vy-
sledkit navrhu a vyvoje splnit pozadované parame-

Phase 1 Functional pattern

Phase 2 Design and manufacturing of prototype
Phase 3 Type test

Phase 4 Development completion, opponent pro-
ceedings

PHASES OF PRODUCTION ADOPTION

Phase 5 Technology schedule

Phase 6 Technological procedures

Phase 7 Engineering-economic standards

Phase 8 Tool designing

Phase 9 Manufacturing of tools and measuring gauges

Phase 10 Manufacturing of the experimental
batch, opponent proceedings

Phase 11 Testing the product

Phase 12 Adaptation of the technical documenta-
tion and adjustment of the tools, opponent pro-
ceedings

Outputs of the draft and development:

a) meet the input requests for the design and de-
velopment,

b) provide suitable information for purchase,
production and for service providers,

¢) contain acceptance criteria for the product

d) specify those product characteristics that are
fundamental for its safe and proper use.

Records of design and development outputs are
kept and archived.

The technical manager of the designing depart-
ment (VKS) and representatives of other depart-
ments, dealing with the solution, carry out
inspections of fulfilling the development tasks
systematically, minimally per quarter. If there is
some deviation from the technical development
(TR) plan during the project solution, the technical
manager of the designing department (VKS) sug-
gests a measure and after its approval the Marke-
ting director (MR) makes the change of the
technical development (TR) plan.

Changes of the technical development (TR) plan
are described in QSM 04-01.

The review results and records of necessary meas-
ures are kept in the form of quality records.

Within the bounds of review the capability of the
design and development results to meet the re-




$

MMM Group

Prirucka jakosti
Quality manual

QAM

Vydani / Edition 7

Stana/ Page 39/63

7.3.5 Ovérovani vyvoje / Development verification

try, identifikuji se vSechny problémy a stanovuji quired parameters is verified, all problems are

nezbytna opatieni

Ovéfovani vyvoje probiha v etapé E2a, pfi na-
vrhu prototypu, vyhodnocenim pozadavkt no-
rem a dalSich pfedpist, jako prvni Casti rizikové
analyzy.

Dalsi ¢ast oveétovani vyvoje probiha v etapé E2c
pti funkénich zkouskach prototypu a odlad’ova-
ni software, pod vedenim odpovédného fesitele.

Kone¢ny stupeit ovéfovani vyvoje, verifikace
celého feseni v etapé¢ E3 pfi typovych zkous-
kach a zpracovani pfislusnych protokolt a test
reportul.

7.3.6 Validace vyvoje / Development validation

Validace vyvoje je soucasti etapy E4. Je reali-
zovana na vybranych klinickych pracovistich,
kam jsou pfedany pfistroje pro rutinni pouziva-
ni, spolu s podklady pro vyhodnoceni.

Po zpracovani podkladii na klinickych pracovis-
tich je provedeno zhodnoceni navrhu v podniku
za Udasti odbornych utvart, pod vedenim MR.

Validace produktu musi byt dokoncena pred
Jjeho dodavku zakaznikovi. ZA soucast validace
je mozné povazovat klinické hodnoceni, nebo
hodnoceni funkcnosti zdravotnického prostredku
potencialnim uzivatelem v souladu s pozadavky
narodnich nebo regionalnich predpisii.

identified and necessary measures determined.

The development verification proceeds in the
phase E2a, during the prototype design, by evalu-
ating requirements of standards and other regula-
tions, as the first part of the risk analysis.

Further part of the development verification pro-
ceeds in the phase E2c, during functional tests of
the prototype and software debugging, under lead-
ership of the responsible solver.

The final phase of the development verification,
verification of the whole solution, in the phase E3
during the type tests and creating of appropriate
protocols and test reports.

The development validation is a part of the phase
E4. 1t is realized at selected clinics, to which the
devices are delivered for routine use, together with
documents for evaluation.

After filling-in the documents at the clinics, the
evaluation of the draft is carried out at a meeting,
held in the firm, where expert departments are
present, under leadership of the Marketing director
(MR).

The product validation shall be finished before
delivering it to the customer. The clinical evalua-
tion or evaluation of medical device functionality
by a potential user can be considered as a part of
the validation in accordance with the require-
ments of national or regional regulations.

7.3.7 Rizeni zmén vyvoje / Management of development changes

Zmény vyvoje mohou byt vysledkem prezkoumani
vyvoje podle 7.3.4., minimalné 1x za ¢tvrt roku.
Dale jsou zmény vyvoje navrhovany a projed-
nany pii oponentnich jednanich v jednotlivych
etapach EO az E2.

V piipadé nezbytnych zmén vyvoje mimo tyto
stanovené terminy, je svolano mimotfadné jed-
nani a dokumentovano pfislusSnym zapisem, dle
kterého se provedou zmény do planu TR.

The development changes can be a result of develop-
ment review according to 7.3.4, minimally per quarter.

The development changes are also suggested and
discussed in opponent talks in individual phases
EO to E2.

In case of necessary development changes outside
these specified terms, there is an extra meeting
called and documented with the appropriate re-
cord, according to which the changes of the tech-
nical development (TR) plan are carried out.
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\ 7.4 Nakupovani/ Purchase

7.4.1 Proces nakupovani / Purchase procedure

7.4.1.1

Utvar MZ je povinen na zikladé technicky jasnych
pozadavki utvart, které maji pravomoc pozadovat
nakup materialu a sluzeb, zajistovat a nakupovat
tyto vstupy tak, aby byly ve shod¢ s predanymi
pozadavky technickych norem, kupnich smluv a
jakostnich parametrt.

Pokud nakup ze zavaznych divodu neprovede
pfimo referent zasobovani, musi byt nakupni
dokumenty ptedany referentovi dodate¢né. Tim
je zajisténo, ze vsichni referenti ndkupu budou
mit potfebné informace.

Postup cinnosti pfi nakupovani je podrobné
popsan v QSM 06-01.

Archivace dokumentd (dodaci listy, smlouvy,
faktury, specifikace materialu) se fidi spisovym
a skartaénim fadem — QSM 05-02.

Zakladem pro vybér kvalifikovanych dodavatelt
je zpusobilost a schopnost dodavatelii poskyt-
nout dodavky ve shod€ se stanovenymi poza-
davky, uvedenymi v objedndvce. Vybér se
provadi pfed uzavienim objedndvky, eventudlné
kupni smlouvy. U nové zajistovanych materiala
se pred zaslanim zavazné objednavky rozesle
potencionalnim dodavatelim poptavka s pies-
nou specifikaci pozadovaného materialu. Z
doslych nabidek jsou vytvofeny seznamy moz-
nych dodavatelt dle této kategorizace:

A - vyhradni dodavatel
B - alternativni dodavatel

C - potenciondlni dodavatel (do budoucna
mozny)

D - zakdzany dodavatel

Metody zjist'ovani zpusobilosti dodavateli

e posouzeni a vyhodnoceni zpusobilosti doda-
vatele a jeho systému jakosti pfimo na misté
- vstupni dodavatelsky audit

e hodnoceni vzorkli vyrobka

e zkuSenosti s podobnymi dodavkami v minulosti
o vysledky zkouSek podobnych dodavek

e zvefejnéné zkusenosti jinych dodavateld

Hodnoceni dodavatelti a zaznamy o dodavate-
lich jsou soucasti ISO PACKU.

The department of Purchase (MZ) is obliged, on
the basis of technically clear requirements of the
departments who have the authority to require the
purchase of material and services, to guarantee
these inputs so that they are in accordance with the
received requirements of technical standards,
contracts of purchase and quality parameters.

If, for relevant reasons, the purchase is not carried
out by the supply officer directly, the purchase
documents must be submitted to the officer addi-
tionally. In this way it is guaranteed, that all pur-
chase officers have the necessary information.

Purchase activities are described in QSM 06-01 in
detail.
The archiving of documents (bills of delivery,

contracts, invoices, material specification) follows
the file and discard order — QSM 05-02.

Hodnoceni smluvnich subdodavatel( / Evaluation of contractual subcontractors

The basis for the selection of qualified contractors is
competence and ability of the contractors to provide
deliveries in accordance with given requirements,
specified in the order. The selection is carried out
before closing the order event. contract of purchase. In
case of newly purchased materials, before sending the
binding order, an inquiry with the exact specification
of the required material is send to potential contrac-
tors. On the basis of the received offers, lists of possi-
ble contractors are created according to following
categories:

A - exclusive contractor

B - alternative contractor

C - potential contractor (possible for the future)
D - forbidden contractor

Methods of contractor’s competence recognition

e appreciation and evaluation of the contrac-
tor‘s competence and his quality system di-
rectly at his place — input contractor audit

e evaluation of product patterns

e  experiences with similar supplies in the past
e results of tests of similar supplies

e published experiences of other contractors

Evaluation and records of contractors are a part of
ISO PACK.
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7.4.2 Informace pro nakupovani / Information for purchase

Material potiebny pro zajisténi vyroby je objedna-
van na zakladg specifikace, ktera je uvedena v mate-
ridlové karté. Za uplnost a jednozna¢nost zadani
odpovida zaméstnanec konstrukce, na jehoz podnét
byla materialova karta vystavena. Nahradni materia-
ly l1ze pouzit pouze tehdy, nedojde-li ke zhorSeni
predepsanych vlastnosti vyrobkil a je-li jejich pou-
ziti v souladu se schvalenymi technickymi podmin-
kami. Pouziti nahradniho materidlu schvaluje
urceny zaméstnanec konstrukce na zakladé odchyl-
kového tizeni, viz QSM 09-04.

Oddéleni KS identifikuje vyrobky se zviastnim
rezimem sledovanosti, a rozsah jejich identifi-
kace. Tyto vyrobky jsou takto vedeny v celém
procesu vyroby a jejich identifikace je po zabu-
dovani do pristrojii prenesena i do vystupnich
protokolii.

The material necessary for the production is ordered
on the basis of specification, which is written in the
material card. The designing department employee,
who initiated the drawing of the material card, is re-
sponsible for entirety and exactness of the specifica-
tion. Alternative materials can be used only if the
specified features of the products are not worsen and if
their use is in accordance with approved technical
conditions. Use of alternative material is approved by
the appointed Designing department employee on the
basis of deviation proceedings, see QSM 09-04.

The Designing department (KS) identifies prod-
ucts with special monitoring mode, and the range
of their identification. These products are, during
the whole production process, administered in this
way and their identification is, after building-in in
devices, transferred into output protocols.

7.4.3 Ovérovani nakupovaného produktu / Verification of the purchased product

Podklady nutné pro prokdzani shody se stano-
venymi pozadavky :

e KS, objednavka
e specifikace vyrobkd nebo materiald,

e piijmovy doklad se zaznamem RJ o vysled-
ku vstupni TK,

e dodaci list,

e zarudni list, atest apod.,

o skladni karta s potfadovym ¢islem dodavky.
Za spravnou prejimku zbozi je odpovédny pra-
covnik piijmu zbozi spolu s pfislusnym skladni-
kem.

Pracovnik pfijmu zbozi je povinen jest¢ pied
stvrzenim dokladl o pievzeti materidlu od do-
pravce nebo dodavatele provést (je-li to mozné)

na misté kontrolu mnozstvi a rozméru dle doda-
ciho listu.

V ptipadé¢, ze hmotnost, mnozstvi v MJ nebo
rozmér neodpovidaji tdajim z dodaciho
listu, je povinen tuto skute¢nost prukazné
vyznacit na dodacim listu, eventudlné pferu-
§it pfejimku zbozi a uvédomit o této skutec-
nosti TK, piipadné ptislusného referenta
zasobovani.

Zptusob pfejimky materidlu vstupni TK je
popsan v QSM 10-01. Vyznaceni typu kont-
roly je soucasti skladové karty
v CONCORDE XAL viz kap.8.2.4.1.

Documents necessary for demonstration of con-
formity with specified requirements:

e Designing department (KS), order,
e specification of products or materials,

e receiving document with the quality management
record of the result of the input technical control (TK),

e bill of delivery,
o certificate of warranty, certificate etc.,
e stock card with the ordinal number of the delivery.

For the proper goods acceptance the goods receiv-
ing worker together with the appropriate store-
keeper is responsible.

The goods receiving worker is obliged, before
confirming the documents of the goods take-over
from the carrier or contractor, to carry out (if
possible) the check of quantity and dimensions
according to the bill of delivery.

In case the weight, quantity in quantity units (MJ)
or dimension do not agree with the data in the bill
of delivery, he is obliged to mark this fact in the
bill of delivery demonstratively or to interrupt the
goods acceptance and to inform the Engineering
inspection (TK), event. the appropriate supply
officer, about this fact.

The way of material reception through the input engi-
neering inspection (TK) is described in QSM 10-01.
The marking of the inspection type is included in the
stock bill in CONCORDE XAL see chapter 8.2.4.1.
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Nevyhovujici material je oznacen napisem MA-
TERIAL V REKLAMACI a &islem reklamaéniho
protokolu a je ulozen ve vyclenéném prostoru az do
vytizeni reklamace, viz QSM 12-01 a QSM 13-01.

Unsatisfactory material is marked with the sign MA-
TERIAL IN CLAIM and with the number of the
claim protocol and stored in the specified room till the
claim is settled, see QSM 12-01 and QSM 13-01.

7.5 Vyroba a poskytovani sluzeb / Production and servicing

7.5.1 Rizeni vyroby a poskytovani sluzeb / Production management and servicing

7.5.1.1

Nedilnou soucasti pro zabezpecovani jakosti ve
vyrobé BMT Medical Technology s.r.o. je uro-
ven fizeni vyroby. Hlavni tilohou fidici ¢innosti
je koordinovat veskeré vstupy, které vyrobu
ovliviiuji z hlediska realizace pozadavkl na
kvalitu a efektivitu, vytvofit podminky pro udr-
zeni téchto zdsad béhem vyrobniho procesu a
soustavné zkvalitiiovat jak samostatnou fidici
¢innost, tak vlastni realizaci vyroby.

Planovani vyroby / Production planning

1. Plan zaddavané vyroby

Pozadavky na vyrobu jsou soustted’ovany v TM,
a to jednak podle stavu skladu hotovych vyrobki
a dale dle konkrétnich pozadavki zakazniki a
obchodnich zamérd. Tyto pozadavky podléhaji
zasadam uvedenym v QSM 03-01 Prezkoumani
smlouvy a QSM 04-01 Rizeni névrhu.

Popis sestaveni planu zadavané vyroby je po-
psan v QSM 09-01.

1I. Operativni plan vyroby

Na zaklad¢ pfedaného a projednaného mési¢ni-
ho planu vyroby zpracuje Gtvar RV operativni
plan vyroby, a to do 15. pracovniho dne pted-
chazejiciho mésice.

Operativni plan zahrnuje odvadénou vyrobu
nasledujiciho mésice rozdélenou do jednotlivych
tydnli a zafazeni realizaénich vystupi vyroby
v dalsich tfech mésicich. Operativni plan musi
obsahovat ¢lenéni vyroby na jednotlivé davky a
mit vypovidajici schopnost pro navazujici Gtvary.
Systém tohoto zplusobu planovani zarucuje
jednoznaénost podkladt a informaci pro zainte-
resované utvary, mési¢ni obdobi pro obchodni a
technickou pfipravu zadavané vyroby, jedno-
cestnou informaci o zafazeni vyroby do planu,
neménnost planu vyroby nasledujiciho mésice,
moznost operativniho feSeni skluzd a predter-
mintl vyroby, operativniho planovani v rozmezi

The level of production management is an insepa-
rable part of production quality guarantee in BMT
Medical Technology s.r.o. The main aim of the
management activity is to coordinate all inputs,
that affect the production from the viewpoint of
requests for quality and effectiveness, to create
conditions for keeping these principles during the
production process itself and improve systemati-
cally both the management activity and the pro-
duction realization.

L Plan of assigned production

Requests for production are collected in the depart-
ment of Inland marketing (TM) both according to the
amount of finished products in stock and according to
the concrete requirements of customers and business
aims. These requirements are subordinate to principles
described in QSM 03-01 Contract review and QSM
04-01 Draft management.

Creation of assigned production plan is described
in QSM 09-01.

II. Operative production plan

On the basis of submitted and discussed monthly
plan the Production management (RV) creates the
operative production plan, namely up to the 15.
working day of previous month.

The operative plan includes the carried out work of the
following month divided into individual weeks and
enlistment of realization production outputs in further
three months. The operative plan must include divi-
sion of production into batches and be comprehensible
for interrelated departments.

This way of planning guarantees exactness of
documents and information for interested depart-
ments, monthly period for trade and technical
preparation of the assigned production, one-way
information about including the production in the
plan, constancy of the plan of the next-month-
production, possibility of operative solution of
output slide and production pre-terms, of operative
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nasledujicich ¢tyf mésicl, kontrolu objemové-
ho ukazatele realizace vyroby atd.

11 Vystupy operativniho planu

Na zakladé vydaného operativniho planu jsou
zahajeny Cinnosti navazujicich utvard podileji-
cich se na realizaci vyroby, a to u zakazek, které
byly do operativniho planu nové zarazeny.

Operativni plan udava pro jednotlivé zaintere-
sované Utvary terminy splnéni jejich tkolt.

planning in the range of following four month,
check of the volume index of the production reali-
zation etc.

1II. Operative plan outputs

On the basis of the issued operative plan there
are the activities of those interrelated depart-
ments started, who partake in the production re-
alization, namely for the orders that have been
newly included in the operative plan.

The operative plan specifies, for interested de-
partments, terms of fulfilling their projects.

7.5.1.1.1 Ramcovy popis pribé&hu vyroby / General description of the production course

Kontrola stavu pripravenosti pred zahajenim
realizace vyrobni zakazky

RV v ramci zpracovani operativniho planu sta-
novuje dil¢i terminy zajisténi jednotlivych etap

Vv v

ptipravy vyroby, které prubézné kontroluje, a to
predevsim :

Zpracovani nebo aktualizaci konstrukéni a
technologické dokumentace.

Vydani vyrobni a obsluzné dokumentace.

Stav materialové zajisténosti v jednotlivych
skupinach materiald.

Stav monitorovacitho a mériciho zarizeni,
provadent monitorovani a méren.

Pribézné¢ vyhodnocuje vysledky kontroly a
zajistuje realizaci napravnych opatfeni.

Uvolnéni materialu, navazeni

V terminu pro uvolnéni materialu zajisti MZ:

Navezeni hutniho materidlu do stfedisek
prvni operace.

Navezeni nakupovaného materialu do stfedisek
finalizujicich vyrobni zakazku.

Navezeni rezijniho spojovaciho materialu do
stiedisek uréeni.

Pribéh vyroby na vyrobnim stiredisku

Vyroba ve vyrobnim stiedisku je fizena mistrem
a dilenskou dispecerkou.

Zpusob fizeni je zalozen na planovaném pribe-
hu vyroby v navazujicich stfediscich tak, aby
stiedisko finalni montdze s nutnym predstihem
obdrzelo opracované polotovary a smontované
skupiny pro plynulou montdz. Tento systém

Check of preparedness before starting the pro-
duction order realization

Production management (RV), in framework of
the operative plan, specifies partial terms for guar-
antee of individual phases of production prepara-
tion and inspects them systematically, namely:

e Creation or actualization of design documenta-
tion and technological documentation.

e Issuing of production documentation and ser-
vice documentation.

e Condition of material provision for individual
groups of material.

e Condition of monitoring and measuring
devices, performing of monitoring and meas-
uring.

o It evaluates the inspection results continuously and
guarantees realization of corrective measures.

Material releasing, bringing-in
Purchase (MZ) guarantees, in the term for material
releasing:

e Bringing-in of the metallurgical material in the
first-operation-centers.

e Bringing-in of the purchased material in the cen-
ters finishing the production order.

e Bringing-in of indirect connecting material in the
centers of destination

Course of production in the production center

The production in the production center is con-
trolled by a foreman and a workshop dispatcher.

The way of the control is based on the planned pro-
duction course in interrelated centers so that the
final-montage center obtains the half-finished prod-
ucts and assembled groups in advance that is neces-
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predpoklada kvalitni dispecerské fizeni jednak
pomoci vydanych podkladi pro vyrobu a jednak
centralnim fizenim ze strany RV.

V praxi to znamend, Ze mistr a dispeCerka maji
bud’ zpodkladii nebo zpravidelnych dispecer-
skych porad piehled o stavu rozpracovanosti a
terminovém pribéhu zakazky s ohledem na termin
realizace.

Systém zahdjeni a prabchu pracovnich ukonti na
stiedisku urcuje mistr formou zadavani prace
délnikim, vcetné predani vyrobnich podkladi a
seznameni s pracovistém. DéInik provadi praci
dle technologického postupu a vykresu soucasti.
Povinnost délnika je ohlasit ukonceni prace a
oznamit spotfebu Casu, kterou mistr vykaze na
mzdovém listku.

Hlavni pracovni povinnosti mistra je zajistit
splnéni objemu praci v kvalité a terminu, které
vymezuje operativni plan realizace vyroby, vcetné
operativniho feSeni nedostatkdl vyrobniho i obecné-
ho charakteru. Pii téchto Cinnostech je vazan zasa-
dami BOZP a PO, jakoz i zasadami kladenymi na
vedouciho hospodaiského zaméstnance vedenim
BMT Medical Technology s.r.o.

Hlavni pracovni povinnosti dispecerky vyrobni-
ho provozu je prace s dilenskym operativnim
planem s cilem koordinovat pribéh zakazky
v planovaném rezimu tak, aby byl vytvoren
predpoklad bezproblémového pruchodu vyroby
stiediskem a pfedani vyroby navazujicimu vy-
robnimu nebo montaznimu stiedisku.

Pribéh vyroby ve stiedisku, které odvadi
hotové vyrobky

Povinnosti specifické pro montazni strediska:

e Disledné spolupracovat s RV na koordinaci
prubéhu vyrobni zakazky z hlediska potieb
montaze.

e Spolupracovat s TM s ohledem na jednoznac-
nou informovanost v :

- terminech expedice,

- provedeni dle pozadavkt zékaznika,
- kompletnost vyrobku a pfislusenstvi,
- kompletnost pruvodni dokumentace,

- rozsahu a dokumentovatelnosti kontroly a
zkousek vyrobku,

sary for a fluent assembly. This system requires a
first-quality dispatcher control both by means of
issued product documents and by the central control
by Production management (RV).

In the praxis it means that the foreman and the dis-
patcher have, on the bases of documents or from
regular dispatcher meetings, a view of the degree of
completion and the course of the order realization
with respect to the realization term.

The system of starting and course of working
operations in the center is specified by the fore-
man in form of assigning the work to workers
inclusive handing them the production documents
and acquainting them with their workplace. The
worker carries out the work according to the tech-
nological procedure and drawing of parts. The
worker is obliged to report the finishing of the
work and tell the time consumption, which will be
recorded in the job ticket by the foreman.

The main duty of the foreman is to guarantee the
fulfillment of the works volume with the quality and in
the term that are specified by the operative plan of
production realization, inclusive operative solution of
production and general problems. In these activities he
is obliged to meet both principles of Work safety and
health protection (BOZP) and Fire protection (PO) and
the principles specified by the management of BMT
Medical Technology s.r.o. for leading economic em-
ployees.

The main duty of the production dispatcher is to
use the workshop operative plan to coordinate the
course of the order realization in the planned
mode so that there are such conditions guaranteed
that the production passes through the center
without problem and is handed to the interrelated
production or assembly center.

Production course in the center that finishes
the products

Duties specific for assembly centers:

e To cooperate consistently with Production
management (RV) to coordinate the course of
the production order realization from the
viewpoint of assembly demands.

e To cooperate with Inland marketing (TM) with
respect to exact well-informing in the fields of:

- goods dispatch terms,

- workmanship according to customer’s requirements,
- completion of the product and accessories,

- completion of the accompanying documentation

- range and possibility of documenting inspec-
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- baleni a oznaceni vyrobku.

e Vystavit predaci listek hotového vyrobku ve
¢tyfech vyhotovenich na RV (Ix Uctarna, 1x
RV, 1x expedice, 1x pfedavaci dilna).

tions and tests of the product
- packing and designation of the product

e To issue the delivery bill of the finished prod-
uct in four copies to Production management
(RV) (1 x accounting department, 1 x RV, 1 x
goods dispatching departmernt, 1 x delivery
workshop).

7.5.1.1.2 Rizeni procesu vyroby Gtvarem RV / Production process control by Production man-

agement (RV)
RV koordinuje ¢innosti v obdobi piipravy vyroby
na zaklad¢é termintl, které stanovuje jako soucast
operativniho planu vyroby. Vydavani vyrobnich
podkladu tidi piimo.

Od zahajeni realizace vyrobni zakazky ¥di RV
formou porad ¢innost dilenskych dispecerek a
operativné zasahuje do prubéhu vyroby zakazek
z hlediska plynulosti a potieb finalizace. Sou-
stted'uje predaci listky hotovych vyrobkl a
sleduje terminové a objemové plnéni operativ-
niho planu.

RV odpovida za jednotny rezim zadavéani vyro-
by jak administrativné (pfidélovani zakazko-
vych Cisel), tak vécné (zafazeni vyroby do
operativniho planu po schvaleni zakéazkovou
komisi). Kontroluje kusovou kompletnost vyro-
by jednotlivych zakazek a pro vypocetni stie-
disko zajistuje uzavieni zakazky pro nabéh
nakladi.

The Production management (RV) coordinates
activities during the production preparation on the
basis of terms specified as a part of the operative
production plan. This department controls the
issuing of production documents directly.

From the beginning of the production order reali-
zation the Production management (RV) controls,
in form of meetings, the activities of workshop
dispatchers and intervenes in the production
course operatively from the viewpoint of fluency
and demands of the finishing operations. This
department collects the delivery bills of finished
products and checks the fulfillment of the opera-
tive plan from the viewpoint of terms and vol-
umes.

The Production management (RV) is responsible
for uniform mode of production assignment both
administratively (allocation of order numbers) and
really (including the production in the operative
plan after the approval by order board). It checks
the pieces-completion of the production of indi-
vidual orders and provides the order contraction
for starting—up of costs for the computer center.

7.5.1.1.3 Vyrobni procesy se zvlastnim rezimem / Production processes with special mode

Vyrobni procesy se zvlaStnim rezimem jsou
uvadény samostatné z toho divodu, Ze vyrobni
rezim na téchto pracovistich nebo pfi vyrobé
ur¢itého druhu vyrobku se odliSuje od obecné
platnosti této smérnice. Tyto procesy jsou po-
psény v QSM 09-01 a musi byt provozovany
jako zpisobilé a vramci moznosti v fizeném
rezimu.

Jsou to tyto procesy:

e vyroba tlakovych nadob;

e vyroba teplotni techniky;

e zkouSeni RTG;

e vyroba trubkového propojeni.

Prodction processes with special mode are de-
scribed individually because the production mode
at these workplaces or during production of a
special product type is different from the general
validity of this guideline. These processes are
described in QSM 09-01 and they must be oper-
ated as capable and in framework of possibilities
in the managed mode.

This concerns following processes:

e production of pressure vessels;

e production of temperature cabinets;

e testing of X-ray units;

e production of tubing.
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7.5.1.2  Specifické poZadavky/ Specific requirements

7.5.1.2.1 Cistota produktu a fizeni kontaminace / Product cleanness and contamination man-
agement

Charakter produktu neklade zvlastni pozadavky
na cistotu produktu v souladu s pozadavky ISO
13485 kap. 7.5.1.2.1.

7.5.1.2.2 Cinnosti pfi instalaci /Installation activities

Instalace produktu je providéna na zaklade
Instalacnich plani pristrojii, pripadné podle
pokynit uvedenych v Navodech k pouziti.

U skupiny velkych parnich sterilizatoru je zd-
kaznikovi nabidnuto provedeni Prejimaci zkous-
ky podle pozadavki EN 285. Jeji realizace je
zavisla na vzajemném smluvnim vztahu mezi
BMT Medical Technology s.r.o. a zakaznikem.

V pripade, ze instalaci provadi pracovnici BMT
Medical Technology s.r.o. jsou o tom udrzovany
zaznamy — oddéleni servis.

Organizace miize za uicelem provedeni instalace
zplnomocnit svého zastupce, tento je pak povi-
nen o provedené cinnosti vést zdznamy a tyto
archivovat po dobu Zivotnosti pristroje, pripad-
né je predat k archivaci BMT Medical Techno-
logy s.r.o. — oddeleni servis.

7.5.1.2.3 Cinnosti pfi servisu / Service activities

Pokyny uzivateliim, na zakladé nichz jsou po-
vinni provadeét pravidelny servis (udrzbu) jsou
soucasti Navodu k pouziti. Servisni pracovnici
Jjsou rovnez vybaveni Navodem na servis, tento
navod je soucasti rizené dokumentace organiza-
ce.

O provedenych cinnostech jsou provedeny za-
znamy v servisni knize pristroje. Zaznam o ser-
visni ¢innosti provedené organizaci je rovnez
soucasti vykazu prace viz QSM 19-01.

The character of the product does not place an
increased stress on product cleanness in accor-
dance with the requirements of ISO 13485 chapter
7.5.1.2.1.

The installation of the product is performed on
the basis of Installation plans of the devices,
eventually according to the instructions in the
Operating instructions.

With the large steam sterilizers the customer is
offered the execution of the Delivery test ac-
cording to the requirements of EN 285. Its exe-
cution depends on the mutual contractual
relation between BMT Medical Technology
s.r.0. and the customer.

If the installation is performed by BMT Medical
Technology s.r.o. engineers records are made
about it — service department.

The company can authorize their representative
to perform the installation, then he is obliged to
keep records of the performed activities and
archive them for the lifetime of the device, even-
tually to submit them to BMT Medical Technol-
ogy s.r.o. for archiving — service department.

User instructions, on the basis of which the
users are obliged to perform regular servicing
(maintenance), are a part of the Operating
instructions. Service engineers are also pro-
vided with Service instructions, these instruc-
tions are a part of the managed documentation
of the company.

Records of the performed activities are made in
the service book of the device. Record of service
activities performed by the company is also a
part of the job ticket, see OSM 19-01.

7.5.1.2.4 Zvlastni pozadavky na sterilni zdravotnické prostfedky / Particular reguirements for
sterile medical devices

Neni aplikovano. Is not application.
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7.5.2 Validace procesu / Validation of processes

U procest, kde neni mozné naslednym monito-
rovanim nebo méfenim ovéfit vysledny vystup
se provadi validace procest.

V ramci procesu vyroby jsou definovany tii
oblasti hodnoceni nutnosti validace a prislusné
odpovednosti:

- vyrobni procesy probihajici v BMT Medical
Technology s.r.o. — odpovida vedouct vyro-
by,

- wrobni procesy probihajici mimo podnik
zajistované v kooperaci — odpovida vedouct
kooperace,

- procesy TFizené softwarem — odpovida ve-
douci informacnich technologii — QSM 05-
04

Kazdy noveé vznikly proces musi byt podroben
prezkoumani, zda nespliuje kriteria validace.
Prezkoumani procesii a zpusobu jejich validace
schvaluje PVJ.

Validované procesy jsou popsany v QSM 09-01.

U t&chto procesti jsou stanoveny a zaznamenavany:

a) kritéria pro prezkoumani a schvalovani procesd,

b) pozadavky na zafizeni a kvalifikaci zamést-
nancd,

¢) pouziti specifickych metod a postupt,
d) pozadavky na zdznamy.
Zvlastni kategorii tvori software.

Software instalovany do pristrojii je validovin
pred prvaim pouzitim.. O validaci jsou provede-
ny zdaznamy.

In case of processes, where the result procedure cannot
be verified by consecutive monitoring or measuring,
the validation of processes is carried out.

Within the bounds of the production process there are
three spheres of validation necessity evaluation and
appropriate responsibilities defined:

- production processes performed in BMT Medical
Technology s.r.o. — manager of the production de-
partment responsible

- production processes performed outside the firm,
secured through cooperation — cooperation manager
responsible

- software controlled processes — manager of informa-
tion technology department responsible — OSM 05-04.

Each newly developed process shall be reviewed
whether it meets the validation criteria. The review of
processes and the way of validation is approved by
the management representative for quality (PVJ)

Validated processes are described in QSM 09-01.

For these processes are specified and recorded:

a) criteria for review and approval of processes,

b) requests for equipment and qualification of
employees,

¢) use of specific methods and procedures,

d) requests for records.

Software creates a special category.

The software installed in the devices is validated
before the first use.

There are made records of the validation.

7.5.3 Identifikace a sledovanost / Identification and traceability

Vymezeni identifikovanych prvkli a zplsob
jejich identifikace jsou uvedeny v QSM 08-01.

Postup identifikace a zachdzeni s vyrobky, které
se vratily jako reklamace ci repase je popsan
v QPP 19-03 a QSM 19-03.

Identifikace komponent, u nichz je pozadovina
sledovatelnost je soucasti vystupnich protokolii
pristroji.

Zpusob identifikace stavu produktu je popsan
v OSM 12-01. Zaznam o provedenych kontro-
lach je soucdasti vystupniho protokolu pristroje.
Pribezny dohled nad kvalitou je v organizaci
zaveden formou samokontroly, o provedené
¢innosti provadi odpovédny pracovnik zdaznam
do privodky (podpisem).

Specification of identified elements and the way
of their identification are described in QSM 08-01.

Procedures of identification and handling of
products returned as claims or repairs are

described in, QPP 19-03 and QSM 19-03.

Identification of components, where the trace-
ability is required, is a part of output device
protocols.

The way of identification of product condition is
described in QSM 12-01. Record of performed
checks is a part of the output device protocol.

The running supervision of quality is introduced
in form of self control in the company, the per-
formed activity is recorded in the forwarding
bill (with signature) by the responsible em-
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7.5.3.1

Technologicky postup / Technological procedure

Technologicky postup (viz QSM 09-01) se viemi
predepsanymi znaky piiloZzeny bud’ MZ nebo stie-
diskem pocatku vyroby, sklada se znormativni
(pravodka) a textové casti. V technologickém po-
stupu se vyznaCuji ukonCené operace podpisem
nebo razitkem zaméstnance, ktery operaci provedl.

Po ukonceni posledni operace je technologicky
postup spolu s ostatni vyrobni dokumentaci sou-
stfedén ve stfedisku finalizujicim vyrobu a dale je
postupovano dle skarta¢niho fadu QSM 05-02.

7.56.3.2  Popisny listek / Description bill

Nahrazuje pravodku, pokud nelze identifikovat
vyrobni davku (vice beden, roztrzeni davky,
nasledna délici operace nebo oprava ap.).

Do popisného listku se pienasi zakladni data
z technologického postupu v rozsahu potfebném
pro identifikaci davky. Popisny listek pfipojuje
k davce to stiedisko, kde nutnost jeho piiloZeni
vznikla. Pro popisny listek plati stejny rezim
jako pro privodku, tj. v€etn¢ vyznaceni ukonce-
nych operaci.

7.56.3.3 Popisna tabulka / Description table

7.5.3.4

Pouziva se pro oznaceni vSech prvka sledova-
telnosti, které jsou uloZeny ve vymezenych
prostorech, tj. skladech, meziskladech, montaz-
nich opera¢nich skladech, pfiru¢nich skladech,
dale pak u drobného a spojovaciho materidlu
rezijniho charakteru v montdznich dilnach. Na
popisné tabulce je uveden potiebny rozsah udaji
pro jednoznacnou identifikaci prvku.

the production

Specifikace, znaceni, zpisob ob&hu, zakladani a
doba uchovavani je soucasti QSM 09-05. Ves-
kera privodni dokumentace se shromazd'uje na
stfedisku finalizujicim vyrobu. Vykresy a ku-
sovniky se vraci zpét do SDZ, kde jsou po kont-
role archivovany. Ostatni dokumentace je
skartovana dle skartacniho fadu.

ployee.

Technological procedure (see QSM 09-01) with all
specified features, enclosed either by Purchase de-
partment (MZ) or by the center of the production
beginning, consists of a normative part (forwarding
bill) and a text part. In the technological procedure the
finished operations are marked with signature or with
the stamp of the worker who carried out the operation.

After finishing the last operation the technological
procedure is, together with other production do-
cuments, collected in the center of production
finishing and then it is proceeded according to the
discard order QSM 05-02.

The description bill replaces the forwarding bill,
in case it is not possible to identify the batch
(more cases, disruption of the batch, consecutive
division operation or repair etc.)

The description bill contains all basic data of the
technological procedure in the range necessary for
the batch identification. The description bill binds
that center to the batch, where the necessity to
enclose it arose. For the description bill the same
modus as for the forwarding bill is valid, i.e. in-
clusive marking of finished operations.

The description table is used for marking of all
traceability elements that are stored in the speci-
fied rooms i.e. stocks, in-process stocks, assembly
operation stocks, hand held stocks, also for small
and connection indirect material in assembly
workshops. There are data, necessary for the exact
identification of the element, written in the de-
scription table.

Identifikace privodni dokumentace ve vyrobé / Identification of accompanying documentation in

Specification, marking, way of circulation, filing
and time of keeping are a part of QSM 09-05. The
complete accompanying documentation is col-
lected in the center finishing the production.
Drawings and piece lists get back to data base
center (SDZ), where they are, after inspection,
archived. The rest of the documentation is dis-
carded according to discarding order.




$

MMM Group

Prirucka jakosti
Quality manual

QAM

Vydani / Edition 7

49/63

Stana/ Page

7.5.4 Majetek zakaznika / Customer’s property

Dokumentovany postup pro zachazeni s majet-
kem zakaznika QSM 07-01.

Ve smluvnich vztazich o zachazeni s majetkem
zakaznika musi byt uvedeny podminky a poza-
davky odbératele, tzn. zaroven dodavatele, a
také podminky a pozadavky BMT Medical
Technology s.r.o. Jsou to napf. terminy a zpisob
dopravy od dodavatele k odbérateli, podminky
pro vstupni a vystupni kontrolu, podminky pro
skladovani, baleni a dodavani, zptsob postupu
pfi fizeni neshody, ztraté aj.

Zaméstnanec prebirajici materidl od zakaznika
nebo dopravce je povinen pred stvrzenim dokla-
dd o dodani vyrobki provést na misté kontrolu
dodaciho listu, viz QSM 06-01.

Pokud maji vyrobky dodané zakaznikem cha-
rakter materialu, u kterého je piedepsana vstup-
ni TK, vystavi pracovnik kontroly pfejimaci
protokol o provedenych zkouSkach. Vyhovujici
materidl je prijat na uskladnéni a oznacen samo-
lepkou s identifikacnimi udaji, viz QSM 06-01.

Material musi byt ulozen v oddéleném prostoru
skladu tak, aby byla zajisténa jejich nezaméni-
telnost. Pracovnici skladu jsou povinni ulozit
vyrobky podle skladovacich podminek odbéra-
tele a tak, aby jednotlivé dodavky byly ulozeny
oddélené¢ a oznaCeny Stitkem. Za skladovani
odpovida vedouci skladu materialu.

7.5.5 Ochrana produktu / Product protection

Systém v oblasti manipulace, skladovani, bale-
ni, ochrany a dodavani materidlu s cilem ne-
zhorseni jakosti materidlu a hotovych vyrobki
fesi smérnice QSM 15-01 - Manipulace, sklado-
vani, baleni, ochrana a dodavani.

Reii se problematika skladtt MZ a expedice.

Skladovani nakoupenych materiald ve skladu
MZ popisuje zejména zptisob uloZeni materialu,
a to s ohledem na zabezpeceni proti:

e poskozeni povétrnostnimi vlivy

e znehodnoceni materialu deformaci vzniklé
nevhodnym ulozenim.

Zvlast je zminéno bezpecnostni hledisko skla-

Documented procedure of treating the customer’s
property QSM 07-01.

In the contractual agreement concerning treating
the customer’s property there must be specified:
conditions and requirements of the consumer, i.e.
of the contractor at the same time, and also condi-
tions and requirements of BMT Medical Technol-
ogy s.r.o. This concerns for example terms and
way of transport from the contractor to the con-
sumer, conditions for the input and output inspec-
tions, conditions for storing, packing and delivery,
way of procedure in case of nonconformity, lost
etc.

The employee, who overtakes the material from the
customer or carrier, is obliged, before confirming the
documents of the delivery, to carry out an inspection
of the bill of delivery on site, see QSM 06-01.

If the products, delivered by the customer, have
the character of the material, for which an input
engineering inspection (TK) is required, the in-
spection employee draws a delivery protocol of
done tests. The suitable material is accepted for
storing and marked with an adhesive tape with
identification data, see QSM 06-01.

The material must be stored in a separate room of
the stock so that there is guaranteed, that they
cannot be exchanged. The stock workers are
obliged to store the products according to con-
sumer’s storage conditions. It is necessary to
guarantee that individual deliveries are stored
separately and marked with a label. The head of
material stock is responsible for the storage.

The system of manipulation, storing, packing,
protection and delivery of material with the objec-
tive not to worsen the quality of the material and
finished products is described in the guideline
QSM 15-01 — Manipulation, storing, packing,
protection and delivery.

There are solved the problems of the Purchase
(MZ)-stocks and dispatch of goods:

The storage of purchased materials in the Purchase
(MZ)-stock describes especially the way of storing
the material with respect to protection against:

e damaging by climatic influences

e impairment of material by deformation as a
consequence of improper storage.

There is separately mentioned the safety aspect of
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dovani a oznacovani nebezpecnych materiall .
QSM 15-01 neftesi: skladovani naradi a vyrob-
nich pomticek, manipulaci a skladovani materia-
lu ve vyrobni procesu.

Baleni hotovych vyrobku - je dano technologic-
kymi postupy, pricemz baleni probiha jako
posledni technologickd operace na piislusnych
pracovistich.

Pozadavky na specialni obal (zamoiské baleni,
ptipadné jiny specificky obal) se fesi separatné.

Pracovnici expedice pfijimaji na sklad jen zbozi
identifikovatelné.

Skladovani hotovych vyrobku - (z divodu roz-
planovani expedice je v zavéru pracovniho
tydne predani odvadéné vyroby na sklad). Pod-
minkou vlastniho pfedani na sklad je pak mimo
vlastni pfedani vyrobku zaevidovani vyrobku na
sklad HV, a to na zaklad¢ ptedaciho listku.

Vlastni evidence skladu je pak pravidelné kont-
rolovana, a to 1x mési¢né interni ,,inventariza-
ci“. Dokladem o inventarizaci je sestava z PC a
mesicni prehled stavu zésob ,.ke dni‘.

Dlouhodobé skladované zbozi je na pozadani
marketingového odd¢€leni vraceno zpét do vyro-
by, kde je po kontrole vyrobou provedeno ozna-
¢eni ,,.kontrolovano®.

Obchodni zboZi - je evidenéné v databazi CON-
CORDE.XAL vedeno odd¢leng.

Dodavani zbozi - se provadi na zakladé¢ doda-
cich listd vystavenych odd€lenim expedice.
Podminkou vystaveni dodaciho listu je profor-
ma faktura a odsouhlaseni vyrobnich ¢isel.

S vlastni nakladkou pak souvisi kontrola kom-
pletnosti zasilky, neposkozenost obalil a potvr-
zeni 1. kopie dodaciho listu uréenym
pracovnikem expedice. Tato 1. kopie je pak
podkladem k vystaveni faktury. Pfi expedici
zbozi do zahrani¢i pak nasleduje proces spolu-
prace s oddélenim celni deklarace. K vystaveni
celnich dokladt je potfebné mimo celnich faktur
urcit hrubou a ¢istou hmotnost a pocet naklado-
vych kusii. Doklady o expedici se eviduji. Tato
smérnice Uzce navazuje na ¢innosti spojené se
smérnici QSM 03-01.

Zpisob manipulace a ochrany zboZzi a materidlu
ve vyrobni procesu je popsan v QSM 15-02.

storing and marking of dangerous materials.

QSM 15-01 does not solve: storage of tools and
production aids, manipulation and storage of ma-
terials in the production process.

Packing of finished products — is specified by
technological procedures, the packing proceeds as
the last technological operation at appropriate
workplaces

Requests for special packing (overseas packing,
event. some other specific packing) are solved
separately.

The goods dispatching workers accept only identi-
fiable goods for storing.

Storing of finished products — (because of plan-
ning the dispatching, the finished production is
handed over to the stock at the end of the working
week). The handing over to the stock is possible
only, besides handing over the product itself, to-
gether with filing the product in the stock of fin-
ished products (HV), namely on the basis of the
delivery bill.

The stock documentation itself is inspected regu-
larly, namely 1 x per month by the internal “stock-
taking”. The stock taking is documented by a PC
statement and a monthly stock list “by the day”.

After an eventual long-term storage the appropri-
ate goods, on request of the marketing department,
get back to the production department, where it is
inspected and marked “inspected”.

Commercial articles — is filed separately in the data-
base CONCORDE.XAL.

Goods delivery — is carried out on the basis of bills of
delivery drawn by the goods dispatch department. The
condition of drawing the bill of delivery is proforma
invoice and agreement of serial numbers.

The loading itself is connected with the check of
the consignment completion, intactness of packing
and confirmation of the 1.copy of the bill of deliv-
ery by the appointed goods dispatching worker.
On the basis of this l.copy the invoice will be
drawn. In case of dispatching goods abroad there
follows the process of cooperation with the de-
partment of customs declarations. Drawing of
customs documents require, besides the customs
invoices, to specify the gross and net weight and
number of loaded pieces. The dispatching docu-
ments are filed. This guideline has a close connec-
tion to activities connected with the guideline
QSM 03-01.

Way of manipulation and protection of goods and
material in the production process is described in
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QSM 15-02.

7.6 Rizeni méficich a monitorovacich zafizeni / Management of measuring and
monitoring devices

Vymezeni odpovédnosti, prav a povinnosti pfi
pouzivani a uchovani meétidel a jejich udrzovani v
nalezitém stavu, vhodny a spravny vybér méfidel
a metod méreni, soupisy méfidel, periodické ove-
fovani, resp. kalibrace métidel v urcenych lhitach
a zaznamy o téchto kontrolach atd. vytvaii ve
svém souhrnu Systém podnikové metrologie.

Cela podnikova metrologie se v pojeti stavajicich
zakonnych predpist v podstaté omezuje na ochra-
nu vefejnych zajmid a blizsi provadéni se pone-
chava na samostatném rozhodovani podnikt podle
jejich potieb v oblasti méteni.

Ve spolecnosti BMT Medical Technology s.r.o. je
systém podnikové metrologie stanoven smeérnici
QSM 11-01.

Tato QSM =zajistuje realizaci bodu 7.6 normy
CSN EN ISO 9001 a je zaroveni Metrologickvm
Fadem podniku.

Mevidla slouzi k urCeni hodnoty métené veliciny.
Pro ucely Zakona o metrologii ¢. 505/1990 Sb. se
mefidla Cleni na:

e ctalony (HE, PE),

e pracovni métidla stanovena (dale jen stanove-
na métidla, SM),

e pracovni meétidla nestanovena (dale jen pra-
covni métidla, PM),

e referencni materialy, pokud jsou urceny k
funkci etalonu nebo stanoveného nebo pracov-
niho méftidla.

Pro zajisténi potieb spolec¢nosti v oblasti méteni s

nizkou pozadovanou piesnosti jsou méfidla zata-

zena do kategorie pracovnich métidel orientaéniho
charakteru (dale jen orienta¢ni méfidla, OM).

Pouzivaji se pouze pro hrubou orientaci tam, kde

nemohou svymi naméfenymi hodnotami ovlivnit

jakost vyroby a bezpecnost prace.

Zakladni podminkou jednotnosti a spravnosti
méfeni je disledné navazovani meétidel na statni
etalony, tj. periodické ovéfovani HE (hlavnich
etalontl) a SM a kalibrace PE (pracovnich etalonti)
a PM a prvotni kalibrace OM a udrzovani téchto
meéfidel v pozadovaném stavu.

Delimination of responsibility, rights and duties
when using and keeping the measuring devices and
keeping them in the appropriate condition, suitable
and right selection of measuring devices and measur-
ing methods, lists of measuring devices, periodical
verification event. calibration of all measuring de-
vices in specified terms and records of these inspec-
tions etc. create the Firm metrology systém.

The complete firm metrology, on the basis of
present legal regulations, is limited to the protec-
tion of public interest and more detailed execution
is up to independent decisions of firms according
to their demands in the field of measurement.

In the firm BMT Medical Technology s.r.o. the
system of the firm metrology is specified by the
guideline QSM 11-01.

This QSM guarantees the realization of the point
7.6 of the standard CSN EN ISO 9001 and it is the
Metrology order of the firm at the same time.

Measuring gauges serve for defining the value of
the measured quantity. According to the Metrol-
ogy Act No. 505/1990 Coll., measuring gauges are
divided into:

o standards (main standard HE, firm standard PE)

e specified working gauges (further specified
gauges, SM)

e non-specified working gauges (further working
gauges, SM)

e reference materials, provided they are destined
for the function of a standard or of a working
gauge.

To guarantee the company’s demands in the field
of measurement with a low required accuracy the
measuring devices are included in the category
of working gauges of rough character (further
rough gauge, OM). They are used only for a
rough orientation, where they cannot affect the
production quality and work safety.

The basic condition of uniformity and correct-
ness of the measurement is a consistent connec-
tion with state standards, i.e. periodical
verification of main standards (HE), specified
gauges (SM) and calibration of working stan-
dards (PE) and working gauges (PM) and pri-
mary calibration of rough gauges (OM) and
keeping these gauges in required condition.
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Udrzovani méfidel v pozadovaném stavu vyzaduje:

e spravné uzivani a fadné ulozeni méfidel,

e jejich organizovanou a pravidelnou kontrolu,

e provadéni udrzby, oprav a vyfazovani nevyho-
vujicich méfidel,

e perspektivni a systematické fizeni nakupu
mefidel.

Keeping gauges in required condition means:
e proper use and right storing of the gauges,

e organized and regular inspections of the
gauges,

e maintenance, repairs and withdrawal of sub-
standard gauges,

e perspective and systematical management of
gauge purchase.

7.6.1 Méfidla podléhajici ovéfeni / Verification subordinated gauges

Mg¢tidla podléhajici ovéteni (HE, SM) musi byt
predkladana k ufednimu ovéfeni na pfislusné
metrologické pracovisté vzdy, jestlize:

e je predano nové méfidlo do uzivani a vyrob-
ce nebo dodavatel métidla spolu s métidlem
nepredal platny ovérovaci list méfidla,

o zanikla platnost ovéfeni métidla nebo vznik-
la pochybnost o spravnosti naméfenych hod-
not.

Mistem k uplatnéni pozadavku na ovéfeni meé-
fidla je Uzemné piislusné pracovisté Ceského
metrologického institutu (CMI), které bud’ samo
zajisti pozadovany metrologicky vykon nebo
pozadavek podstoupi jinému odborné piislus-
nému metrologickému organu nebo pifimo pfi-
slusné statni metrologické stredisko (SMS).

The gauges subordinate to verification (main stan-
dard HE, specified gauges SM) must be submitted
to official verification at the appropriate metrol-
ogy laboratory always, if:

e there is a new gauge handed over for use and
the producer or the deliverer of the gauge did not
hand over the valid verification bill of the gauge

o the validity of the gauge verification expired or
if there cast doubt about the correctness of the
measured values

The request for the gauge verification shall be,
according to location, submitted at the appropriate
metrology laboratory of the Czech Metrology
Institute (CMI), who guarantees the required me-
trology operation or submits the request to another
appropriate metrology body or directly to the State
Metrology Center (SMS).

7.6.2 Meéfidla podléhaijici kalibraci / Calibration subordinated gauges

Mg¢tidla podléhajici pravidelné kalibraci (PM)

musi byt predkladana ke kalibraci na ptislusné

metrologické pracovisté spolenosti nejméné

jedenkrat ve stanovenych kalibracnich lhitach, a

dale vzdy, jestlize:

e je pfedano nové méfidlo do uzivani a vyrob-
ce nebo dodavatel méfidla spolu s métidlem
neptedal platny kalibracni list metidla,

e zanikla platnost kalibrace méfidla,

e vznikla pochybnost o spravnosti namétenych
hodnot nebo pied zvlast presnym nebo slo-
zitym méfenim

Nevlastni-li spolecnost v nekterém z obort
méfeni etalon nebo zafizeni na kontrolu a pro
maly pocet PM by bylo neekonomické ho pofti-
zovat, sjedna MeS (metrolog spole¢nosti) kont-
rolu takovych méfidel u jiného subjektu, ktery
muze tuto kontrolu odborné zajistit.

The gauges subordinate to regular calibration
(working gauges PM) must be submitted to the
appropriate metrology laboratory of the company
at least once during the determined calibration
period and then always, if

o there is a new gauge handed over for use and the
producer or the deliverer of the gauge did not hand
over the valid calibration bill of the gauge

o the validity of the gauge calibration expired,

e there cast doubt about the correctness of the
measured values or before an especially exact
or complicated measurement

If the company does not possess, in one of the
measurement branches, any standard or any in-
spection device, and because of a low quantity of
working gauges (PM) it is not economical to buy
them, the company metrologist (MeS) agrees the
inspection of these gauges with another subject,
who can guarantee the inspection professionally.
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Samostatnou centralni technickou evidenci o
vsech E, SM a PM pouzivanych ve spolecnosti
vede metrolog spole¢nosti (MeS).

Centralni evidence (evidenéni listy méfidel) je
vedena formou zdznamu do databaze v pocitaci
MeS, ktery obsahuje nasledujici zakladni tidaje:

e identifika¢ni ¢islo métidla,

e m¢éfidlo (ndzev, identifikacni Cislo skupiny
méfidel tiidniku méfidel, typ a rozmér, méfe-
na veli¢ina, norma méfidla, zaclenéni, téida
ptesnosti, vyrobni Cislo, vyrobce, rok vyroby,
rok uvedeni do provozu, pofizovaci cena),

e umisténi méfidla (misto, znak),
e uzivatel (osobni ¢islo, jméno, stiedisko),

e kalibrace, resp. Ufedni ovéfeni, datum kalib-
race, resp. ovéieni, a datum piisti kalibrace,
resp. overeni, etalon a zpisob kalibrace), po-
znamky (servis a opravy métidla apod.).

Pozn.:

Seznam druht métidel pouZivanych ve spolecnosti
déleny podle obord veli¢in méfeni a kategorii
mefidel se stanovenymi lhitami ovéfeni nebo
kalibraci, zplsob eviden¢niho oznaceni a zpusob
vyznaceni kalibrace nebo ovéfeni (znacky, listy,
karty apod.), viz Ptiloha 2 QSM 11-01.

Kazdé métidlo spolec¢nosti (kromé¢ OM) musi
mit mimo pfedepsané oznaceni svoje identifi-
kac¢ni ¢islo. Identifikacni c¢islo méridla tvoti u
méfidel oznacenych od vyrobce métidla vyrob-
nim ¢islem méfidla toto vyrobni ¢islo, u métidel
bez vyrobniho ¢isla pak pfidélené evidencni
¢islo métidla. Métidla (mimo OM) bez identifi-
kacniho ¢isla nesméji byt ve spole¢nosti pouzi-
vana.

7.6.4 Lhuty kontrol / Inspection periods

Lhuita kontrol je ¢asové obdobi urcujici interval
mezi dvémi pravidelnymi ovéfenimi (kalibra-
cemi) mefidla.

Dobu platnosti ovéfeni SM stanovi UNMZ
formou vyméru ve Véstniku Utadu pro technic-
kou normalizaci, metrologii a statni zkuSebnic-
tvi.

7.6.3 Evidence méfidel spole¢nosti / Documentation of the company gauges

The company metrologist (MeS) guarantees inde-
pendent technical documentation of all standards
(E), specified gauges (SM) and working gauges
(PM) used in the company.

The central documentation (file sheets of the
gauges) is kept in form of a record in the com-
puter database of the company metrologist (MeS),
which contains following data:

e identification number of the gauge,

e cauge (name, identification number of the
gauge group in the gauge list, type and dimen-
sion, measured quantity, gauge standard, inte-
gration, accuracy class, serial number,
producer, production year, year of putting into
operation, actual price)

e gauge location (place, sign),
e user (personal number, name, center),

e calibration, event. official verification, date of cali-
bration, event. verification and date of the next cali-
bration event. verification, standard and way of
calibration, notes (service, repairs of the gauge etc.).

Note.:

List of gauge kinds used in the company divided ac-
cording to measurement quantities and categories of
measuring gauges together with given terms of verifi-
cations or calibrations, way of marking and way of
calibration or verification marking (marks, sheets,
cards etc.), see Appendix 2 QSM 11-01.

Each measuring gauge of the company (except
rough gauges OM) must have, besides specified
marking, its identification number. The gauge
identification number is represented, in case of
gauges marked with their serial number by the
producer, by this serial number, in case of gauges
without serial number, by the file number. Gauges
(except rough gauges, OM) without identification
number must not be used in the company.

The inspection period is a period specifying inter-
val between two regular verifications (calibra-
tions) of the gauge.

The time of validity of the specified gauge (SM)
verification is specified by the Institute for Tech-
nical Standardization, Metrology and State Test-
ing (UNMZ) in the Bulletin of the Institute for
Technical Standardization, Metrology and State
Testing, in norm of precept.

The time of validity of the main standard (HE) verifi-
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Dobu platnosti ovéfeni HE stanovi ovéfovaci
organ s ptihlédnutim k navrhu vlastnika etalonu.

Kalibra¢ni lhitu piislusného PM stanovuje MeS
na zaklad€ norem, technické dokumentace a dopo-
ruceni vyrobcl méfidel, zatiidéni, provoznich
podminek, Cetnosti pouzivani méfidla a dosavad-
nich zkuSenosti spravct a uzivateld métidla.

Pozn.:

Ptehled lhit kontrol méfidel pouzivanych ve spo-
le¢nosti, viz Ptiloha 2 QSM 11-01.

cation is specified by the verification body with re-
spect to the proposal of the standard possessor.

The calibration period of the appropriate working
gauge (PM) is specified by the company metrologist
(MeS) on the basis of standards, technical docu-
mentation and recommendations of the measuring
devices producers, assortment, operating condi-
tions, frequency of use and actual experiences of
administrators and users of the gauge.

Note:

List of inspection periods for the gauges used in
the company, see Appendix 2 QSM 11-01.
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8 Méreni, analyza a zlepSovani / Measurement, analysis and improvement

8.1 VsSeobecné / Generally

Ve spolenosti jsou planovany a uplatiiovany
procesy monitorovani, méfeni a analyzy potfebné:

a) pro prokazani shody produktu,

b) pro zajisténi shody QMS,

¢) pro proces neustalého zlepSovani efektiv-
nosti QMS a udrzovani jeho efektivnosti.

Tyto ¢innosti jsou popsany v nasledujicich kapi-
tolach QAM a jednotlivych QSM.

In the company there are planned and applied
processes of monitoring, measuring and analysis
necessary for:

a) demonstration of the product conformity,
b) guarantee of QMS conformity

c¢) the process of continual improvement and
keeping of QMS effectiveness.

These activities are described in following QAM
chapters and in individual QSM.

8.2 Méreni a monitorovani / Measurement and monitoring

8.2.1 Spokojenost zadkaznika / Customer’s satisfaction

Spole¢nost monitoruje informace tykajici se
splnéni pozadavkl zakaznika, v etapach pred-
prodejni a poprodejni péce o zakaznika.

Postupy shromazd’ovani, analyzy, zpracovani a
dalsiho nakladani se ziskanymi udaji jsou po-
psany v QSM 03-02.

Postup zajisteni zpétné vazby upozorinujici na
problémy s jakosti je zaveden databazi ,,Analy-
za rizik" — QPP 05-04. Informace od zdkaznikii
zde jsou shromazdoviany a vyhodnocovany.
Databdze umoziiuje primé propojeni s procesy
preventivnich a napravnych opatieni.

8.2.2 Interni audit / Internal audit

Problematika internich auditt je feSena v QSM 17-01
V podniku mohou probihat dva typy provérek, a to:
1. planované

2. neplanované

Plan provérek zohledniuje vSechny prvky systé-
mu Fizeni jakosti (dale SJ). Zakladnim doku-
mentem je ,,Rolni plin provérek *’- 1SO
PACK - databaze "Interni provérky". Predklada
jej ke schvaleni vedouci programu provérek
vedeni podniku.

Tento plan obsahuje:

e seznam proveéfovanych utvarti (pfipadné
prvki SJ),

e terminy, ve kterych budou jednotlivé pro-

During the phases of the pre-purchase and post-
purchase customer care the company monitors
information concerning the customer’s attitude,
whether the company met all his requirements,.

Procedures of collecting, analysis, processing and
further treatment of the obtained data are de-
scribed in QSM 03-02.

The procedure of securing the feedback, that in-

forms of the quality problems, is through the data-

base “Risk analysis” — QPP 05-04. The
customer’s information is collected and evaluated
there. The database enables a direct connection to
processes of preventive and corrective measures.

Internal audits are described in QSM 17-01.

There are two types of audits in the company,
namely:

1. scheduled
2. unscheduled.

The audit plan considers all elements of the quality
management system. The basic document is “Annual
audit plan” — ISO PACK — database “Internal audits”.
It is submitted for approval by the audit program
leader to the company management.

This plan contains:

e list of audited sections (eventually quality
system elements),

e terms of execution of individual audits,
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8.2.2.3

Pribéh interni provérky je dokumentovan v
databazi "Interni provérky" systému ISO PACK.

Vedouci auditorského tymu je odpovédny za
véasné (tj. v uréeném terminu) a zodpovédné
provedeni stanovené interni provérky dle pie-
dem vypracovaného a schvaleného dotazniku. V
uvodu a na zavér IP probéhne pohovor auditor-
ského tymu s vedoucim provétovaného utvaru.

Vedouci auditorského tymu informuje provéto-
vany uUsek a ostatni ¢leny tymu o terminu a
rozsahu provérky ve smyslu QSM 17-01.

Po provedeni interni provérky jakosti na zakladé
vyhodnoceni auditniho dotazniku vedouci audi-
torského tymu zpracuje " Zpravu z proverky":

MMM Group Stana/ Page 56/63
vérky probihat,
Plan provérek se sestavuje zejména na zakladé: The audit plan is created especially on the basis of:
o vysledki pfedchozich provérek, o the results of previous audits,
e pozadavkli odpovédnych zaméstnancti, e requirements of responsible employees,
e Cetnosti vyskytujicich se problémil, e frequency of problems
e reakci zakazniku ap. e customers’ reactions etc.
Neplanované provérky Unscheduled audits
Navrh na neplanovanou interni provérku jakosti ~ Request for an unscheduled internal quality audit
muze predlozit vedoucimu programu provérek  can be submitted to the audit program leader by
kazdy zaméstnanec prostifednictvim svého ve-  any employee through his chief on the basis of
douciho na zdklad¢ zdvaZnych podnéti nebo  serious impulses or when regulations of the stan-
poruseni ustanoveni normy CSN EN ISO 9001. dard CSN EN ISO 9001 are breached.
Tyto provérky se oznamuji vedoucimu provéfo-  These audits are reported to the head of the au-
vaného utvaru min. 2 pracovni dny pfedem. dited section minimally 2 working days before.
Vedouci programu provérek po piezkoumani  The audit program leader, after the review of the
navrhu neplanované proveérky rozhodne o nutnosti  unscheduled audit request, decides about necessity
jejiho provedeni. Neplanovana provérka ma pied-  of its execution. The unscheduled audit takes
nost pied provérkou planovanou a nezapo€itava se ~ precedence before the scheduled audit and is not
jako provérka planovana. considered as the scheduled audit.
8.2.2.1 Prabéh provérky / Audit course

Course of the internal audit is documented in the
database “Internal audits” of the ISO PACK system.

The auditing team leader is responsible for well-
timed (i.e. in the given term) and answerable exe-
cution of the given internal audit according to the
in advance created and approved answer sheet. At
the beginning and at the end of the internal audit
there proceeds a talk of the auditing team with the
head of the audited section.

The auditing team leader informs the audited divi-
sion and other team members about the term and
the range of the audit to the effect of QSM 17-01.

After the execution of the internal quality audit the
auditing team leader creates “Audit report” on the
basis of evaluation of the audit answer sheet.

Nasledné (kontrolni) provérky / Consecutive (check) audits

Nasledna provérka se provadi za ¢elem zjisténi
ucinnosti a efektivnosti plnéni napravnych opat-
feni. Naslednou provérku provadi tym, ktery s
dostatecnym pfedstihem jmenuje vedouci pro-
gramu proveérek.

Za provedeni nasledné provérky ve stanoveném
terminu je odpovédny vedouci auditorského
tymu, ktery zpracuje ,,Zpravu provérky*.

The consecutive audit is carried out to detect the
effectiveness of corrective measures. The consecu-
tive audit is carried out by the team appointed,
with sufficient time reserve, by the auditing team
leader.

The auditing team leader is responsible for the
execution of the consecutive audit in the set term.
He also creates the “Audit report”.

Pisemné zpravy z provérek a opatfeni k napravé / Written audit reports and corrective measures

Pisemnou zpravou z internich a externich prove-

The written report of internal and external quality
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rek jakosti je protokol o provedeni provérky.
Protokol je soucasti programu ISO PACK.. Na
kazdou neshodu uvedenou v zépise je stanoveno
napravné opatieni.

audits is represented by the audit protocol. The
protocol is a apart of the ISO PACK program. For
every nonconformity written in the record a cor-
rective measure is specified.

8.2.3 Meéfeni a monitorovani procesu / Measuring and monitoring of processes

V ramci moznosti organizace monitoruje probi-
hajici procesy a stanovuje jejich G¢innost a dalsi
cile jejich zlepSovani. Vyhodnocovani procesu
se déje na zakladé kvalitativnich parametrii
odvozenych od cili procest. Vysledky hodno-
ceni jsou soucasti Pfezkoumani vedenim, rovnéz
jsou zékladem pro stanoveni pfipadnych preven-
tivnich ¢i napravnych opatfeni.

Cile procesi a kriteria jejich hodnoceni jsou
soucasti databaze ISO PACKU - ,,Cile spolec-
nosti®.

In possible the organization monitors running
processes, determines their effectiveness and fur-
ther objectives of their improvement. The eva-
luation of the processes proceeds on the basis of
qualitative parameters drawn from the production
objectives. The evaluation results are a part of the
Management review, they are also the basis for
specification of eventual preventive or corrective
measures.

The objectives of processes and their evaluation
criteria are included in the ISO PACK database —
“Company objectives”.

8.2.4 Méfeni a monitorovani produktu / Measuring and monitoring of product

8.2.4.1

8242

Vstupni kontrola / Input inspection

Zaméstnanci pifijmu zbozi provedou ptejimku
materidlu a material zaeviduji. Zptisob kontroly
materidlu urcen¢ho ke kontrole je oznacen ve
skladové karté (ve formé pocitacového zéazna-
mu) v souladu s kontrolnim seznamem.

Material je kontrolovan dle kontrolniho seznamu

jednim z nasledujicich zptisobdi blize specifikova-

ném v QSM 10-01:

o A" - kontrola vizudlni - provadi pracovnik
ptijmu zbozi,

e B - kontrola atestii dodavatele - provadi
pracovnik vstupni TK,

o C" - kontrola mérenim - provadi pracov-
nik vstupni TK, vysledkem takové kontroly
je ,,Prejimaci protokol*.

Mezioperacni kontrola / In process inspection

Kazdy zaméstnanec BMT Medical Technology
s.r.o. realizujici vyrobu je povinen postupovat
v souladu s platnou vyrobni a technologickou
dokumentaci. Provadi pribéznou a vyslednou
kontrolu své prace, coz stvrzuje svym podpisem
na pfislusnych privodkach.

Mezioperacni kontrolu u operaci, pfipadné dila
majicich bezprostfedni vliv na jakost vyrobku
nebo tam, kde se neshody vyskytuji opakované,

The goods receiving employees carry out the ma-
terial acceptance and file the material. The way of
inspecting the material destined for the inspection
is marked in the stock bill (in form of a computer
record) in accordance with the checklist.

The material is inspected according to the check-

list in one of following ways specified in QSM 10-

01 in detail:

e , A" - visual inspection - by a goods receiving
employee,

e B - check of deliverer’s certificates - by an
employee of the input engineering inspection
(TK),

o ,C" - measurement inspection - by an em-
ployee of the input engineering inspection
(TK), the result of such inspection is “Accep-
tance protocol”.

Every employee of BMT Medical Technology
s.r.o., who realizes the production is obliged to
proceed in accordance with the valid production
and technological documentation. He carries out
a systematical and final inspection of his work,
which is confirmed by his signature on appropri-
ate forwarding bills.

The in process inspection of operations, eventu-
ally parts that affect the product quality immedi-
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provadi zaméstnanec vyroby, na jehoz operaci
byla kontrola predepsana. Cetnost, rozsah, zpd-
sob a prostfedky kontroly uréi Konstrukce ve
spolupraci s technologem. Jsou uvedeny na
privodkach, nebo v technologickém postupu
(TP) vyrobku.Zaméstnanec vyroby, ktery prova-
di  kontrolu, stvrzuje svym  podpisem
v piislusném poli privodky nebo TP, Ze jim
vyrobené, piekontrolované a piedané vyrobky
odpovidaji pozadavkiim uvedenym v piislusné
vyrobni dokumentaci. Ve spornych ptipadech je
zaméstnanec povinen povolat kontrolora RJ,
ktery provede kontrolu a vyda rozhodnuti.

Zaméstnanec nesmi pokracovat v praci, po-
kud nebyly Fadné provedeny predchozi pie-
depsané kontroly, déle rudi z,a to, Ze nebude
provadét nasledujici operace v pripadé, Ze mu
byl dodan material se ziFejmou vadou.
V piipadé, Ze takto neucini, prebira odpovéd-
nost mistr.

8.2.4.3 Vystupni kontrola / Output inspection

Zajistuje kontrolu vyrobeného (hotového) vyrob-
ku pfed koneCnymi operacemi, tj. znaCenim a
balenim. Ridi se kontrolnimi postupy a vykreso-
vou dokumentaci. Zaméstnanci vystupni kontro-
ly vyhotovuji zaznamy o provedenych
zkouskach a oznaci vyrobky zplisobem uvede-
nym v QSM 12-01.

Uvedeni totoznosti pracovnika provadéjiciho
kontrolu je soucasti protokolu z provedené kontro-

ly.

ately or where the nonconformity is repeated, is
carried out by that production employee, for
whose operation the control was determined.
Frequency, range, way and means of the inspec-
tion are determined by the Designing department
in cooperation with a technologist. They are
written in the forwarding bills or in the techno-
logical procedure (TP) of the product. The pro-
duction employee, who carries out the
inspection, confirms with his signature in the
appropriate field of the forwarding bill or techno-
logical procedure, that by him manufactured,
checked and handed over products are in accor-
dance with requirements determined in the ap-
propriate  production  documentation. In
controversial cases the employee is obliged to
call the quality system controller, who carries out
the inspection and draws a decision.

The employee must not continue his work
until all determined inspections are carried
out properly. He also guarantees that he does
not do consecutive operation in case he was
delivered material with an apparent defect. In
case he does not do it, the foreman assumes
the responsibility

Guarantees the inspection of the manufactured (fin-
ished) product before final operations, i.e. marking
and packing. It is regulated by inspection procedures
and drawing documentation. The output inspection
employees make test records and mark the products
in the way described in QSM 12-01.

A part of the inspection protocol is presentation of
identity of the employee who carries out the inspec-
tion.

8.3 Rizeni neshodného produktu / Nonconformist product management

Oznaceni neshodného vyrobku je stanoveno
v QSM 12-01, a to vystraznou nalepkou, pfi-
padné¢ identifikac¢ni nalepkou.

Je-li nutno pfijmout z naléhavych provoznich
divodi neshodny vyrobek na vyjimku, musi byt
uvedena totoznost osoby, jez vyjimku schvalila.
Postup uvoliovani na vyjimku je popsan v QSM
10-01.

Je 1i nutno vyrobek ptepracovat, musi dodavatel
dokumentovat jeho pfepracovani v pracovni
instrukci, kterd se musi podrobit stejné autorizaci a
schvalovacimu postupu jako pracovni instrukce.

Designation of a nonconformist product is deter-
mined in QSM 12-01, namely with a warning
adhesive tape, eventually with an identification
adhesive tape.

Provided, for urgent operational reasons, it is
necessary to accept the nonconformist product as
an exception, there must be defined the identity of
the person who approved the exception. The ex-
ceptional releasing is described in QSM 10-01.

If product needs to be reworked, the supplier shall
dokument the rework in a work intruction that has
undergone the same authorization and approval
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procedure as the original work instruction.
8.3.1 Zjistovani a posuzovani neshodnych vyrobk / Identification and appreciation of

nonconformist products

Kontrola na pfijmu zbozi probiha podle QSM
10-01.

V ptipad¢€ zjisténi neshody zajisti zamestnanec
VTK oznaceni a vy¢lenéni neshodnych vyrobki
a sepise ,,Reklamacni protokol®, viz QSM 06-
01. Vyplnény protokol ptedd MZ. MZ zajisti
vraceni zbozi nebo se dohodne s dodavatelem o
oprave, piipadné seSrotovani v BMT Medical
Technology s.r.o. Rozhodnuti zanese do proto-
kolu a kopii pieda do utvaru RJ.

V pripad¢, ze se jedna o maly nedostatek, ktery je
opravitelny a nema piimy vliv na jakost vyrobku,
mize MZ pozadat o mimoiadné uvolnéni ptislus-
nym odbornikem (konstrukce, technologie), ktery
rozhodne o opravé v BMT Medical Technology
s.r.0. a rozhodnuti vyznaci v ,,Pfejimacim protoko-
lu*“. Kopii tohoto protokolu obdrzi ttvar RJ.

8.3.2 Ve vyrobé / In production

Zjistovani neshodnych vyrobki v pribéhu vyroby
je povinnosti kazdého zaméstnance. Pti podezieni
na neshodné vyrobky nebo jejich zjisténi je povin-
nosti kazdého, kdo tuto skuteCnost zjistil, nepro-
dlen¢ upozornit svého nadiizeného a vyclenit
neshodny kus z vyrobniho procesu.

Vedouci-mistr stiediska povola technika RJ ke
kontrole. Zaméstnanec TK oznaci viditelné (viz
QSM 12-01) neshodné vyrobky a ve spolupraci
s mistrem zajisti jejich izolaci na k tomuto ucelu
zfizenych a oznacenych mistech. V piipadé
objemnych kust se slozitou manipulaci je moz-
né je ponechat na misté. Je nutné je vSak oznacit
vystraznou nalepkou a ¢ervenou barvou.

Na neshodné kusy vystavi zaméstnanec TK
zmetkové hlaseni, viz QSM 13-01. O opravitel-
nosti neshodného vyrobku rozhoduje pracovnik
TK po poradé s mistrem, po pifipad¢ technolo-
gem a konstruktérem.

The inspection at the goods receiving department
proceeds according to QSM 10-01.

In case of identification of a nonconformity, the
employee of the Input engineering inspection
(VTK) makes appropriate designation and de-
taches the nonconformist products and writes the
“Claim protocol”, see QSM 06-01. Then he sub-
mits the filled-in protocol to the department of
Purchase (MZ). Purchase (MZ) guarantees the
return of the goods or agrees a repair with the
deliverer or the goods are destroyed in BMT
Medical Technology s.r.o. The decision is written
in a protocol and one copy is submitted to the
Quality management (RJ).

In case there is a small defect, that can be repaired and
has no direct influence on the product quality, the
Purchase (MZ) can demand an exceptional releasing
by the appropriate professional (design, technology)
who decides about the repair in BMT Medical Tech-
nology s.r.o. and the decision is marked in the “Accep-
tance protocol”. One copy of this protocol receives the
quality management department (RJ).

Identification of nonconformist products during
the production is a duty of every employee. In case
of a suspicion on nonconformist products or their
identification, everybody, who has detected this
fact, is obliged to inform his superior and detach
the nonconformist piece from the production.

The head — foreman of the center calls a quality
management engineer. The engineering inspection
employee marks visibly (see QSM 12-01) all non-
conformist products and guarantees their isolation
at the places that have been destined for this isola-
tion and marked in the appropriate way. In case of
voluminous pieces with complicated manipulation
it is possible to keep them at their place. Neverthe-
less it is necessary to mark them with a warning
adhesive tape and red colour.

The engineering inspection (TK) employee writes a
waster report for the nonconformist pieces, see QSM 13-
01. About eventual recoverability of the nonconformist
product decides the engineering inspection (TK) em-
ployee after a discussion with the foreman, eventually
with the technologist and the designer.
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8.3.3 U vystupnich zkouSek / At works tests

Zjisti-li se pfi vystupnich zkouskach odchylky
od pozadavki na jakost vyrobku, které nelze
pfed dodanim vyrobku odstranit, pozada vedeni
vyroby TM o mimotadné uvolnéni vyrobku,
kopii pred4 do RJ.

Vyrobek nesmi byt uvolnén, kdyz je nutné ve vy-
robnim zavod¢ provést opravy.

TM ve spolupraci s RJ informuje o rozhodnuti
mimoradné uvolnit vyrobek zaméstnance provadé-
jictho vystupni zkousky, pfislusného mistra a ser-
visni stfedisko.

If there, during the works tests, occur some devia-
tions from the requests for product quality, that
cannot be removed before the product delivery,
the Production management asks the Inland mar-
keting (TM) for exceptional releasing of the prod-
uct, one copy receives the Quality management.

The product must not be released if it is necessary to
carry out repairs in the manufacturing firm.

Inland marketing (TM) in cooperation with Quality
management (RJ) informs the appropriate foreman
and service center about the decision of the employee,
who carries out the works tests, to release the product
exceptionally.

8.4 Analyza udaja / Data analysis

Za ucelem prokazani vhodnosti a efektivnosti

QMS jsou urceny, shromazd’ovany a analyzo-

vany vhodné udaje viz databaze ,,Cile spolec-

nosti®.

Dalsi udaje se skladaji z:

a) hodnoceni
8.2.1,

b) shody s pozadavky na produkt, kap. 7.2.1,

spokojenosti  zakaznika, kap.

¢) znakl a trendl procesi a produktl, vytipo-
vani potencidlnich zdroji neshod a stano-
veni preventivnich opatieni,

d) informaci hodnoceni dodavateld.

For the purpose of demonstration of suitability and
effectiveness of QMS there are suitable data speci-
fied, collected and analyzed, see database “Company
objectives”.

Further data consist of:

a) evaluation of customer’s satisfaction, chapter
8.2.1,

b) conformity with requests for product, chapter 7.2.1,

c¢) features and process and product trends, estimation
of potential nonconformity resources and specifica-
tion of preventive measures,

d) information about the evaluation of deliverers.

8.5 Zlepsovani/Improvement

8.5.1 Neustalé zlepSovani / Continual improvement

Na zaklad¢ zavert a vysledkt ziskanych z:

a) politiky jakosti,

b) cilu jakosti,

¢) internich a externich audit,

d) analyzy udajt,

e) opatfeni k naprave,

f) preventivnich opatieni,

g) prezkoumani QMS vedenim,

spolecnost identifikuje a provdadi zmény nezbyt-
né pro zajisteni a udrzeni efektivnosti OMS.
Postupy hlaseni nezadoucich prihod jsou po-
psany v OSM 21-03.

Stiznosti a pripominky zakaznikii jsou evidovany
v oddéleni servis, odpovédny pracovnik provadi

On the basis of conclusions and results obtained of:
a) quality policy,

b) quality objectives,

c¢) internal and external audits,

d) data analysis,

e) corrective measures,

f) preventive merasures,

g) QMS review by management,

The company identifies and performs changes that
are necessary for securing and keeping the QMS
efficiency.

The procedures of undesirable events reporting
are described in QSM 21-03.

Customers’ claims and remarks are filed in the
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zaznam o stiznosti do databdze 1SO PACK —
., Zlepsovani© — Podnéty od zakaznika.

Vramci této databaze jsou shromazdovany
veSkeré informace a dokumenty vedouct
k vyrizent stiznosti.

8.5.2 Opatfeni k napravé / Corrective measures

Aby se zabranilo opakovanému vyskytu neshod
provadi organizace opatfeni k odstranéni jejich
pric¢in. Je stanoven dokumentovany postup QSM
14-01, kterym se stanovi pozadavky na:

a) prezkoumani neshod vcetné stiznosti za-
kaznika,

b) urceni pficin neshod,

¢) vyhodnoceni poteby opatieni,

d) urceni a uplatnéné opatieni,

e) zaznamy vysledkl provedenych opatfeni
f) prezkoumani provedeného opatieni.

Systém napravnych opatfeni je fizen a dokumen-
tovan v ISO PACKu databazi ,,ZlepSovani*.

8.5.3 Preventivni opatfeni / Preventive measures

Aby se zabranilo moznému vyskytu neshod or-
ganizace provadi opatfeni k odstranéni jejich
pri¢in. Je stanoven dokumentovany postup QSM
14-01, kterym se stanovi pozadavky na:

a) urceni potencialniho zdroje neshod,

b) vyhodnoceni potfeby opatieni,

¢) urceni a uplatnéné opatieni,

d) zaznamy vysledkl provedenych opatieni,
e) prezkoumani provedené¢ho opatieni.

Systém preventivnich opatieni je fizen a doku-
mentovan v ISO PACKu databazi ,,ZlepSovani‘.
Vstupem pro provadéni preventivnich opatreni
Jjsou prevazné vysledky Managementu rizik.

service department, the responsible employee
records the claims in the ISO PACK database —
“Improvement” — Customer’s impulses.

In this database all information and documents
are collected that serve for the claim settlement.

In order to prevent repeated occurrence of noncon-
formity, the organization takes measures to re-
move their causes. There is a documented
procedure QSM 14-01 determined, by means of
which the requests for:

a) nonconformity review, inclusive customer’s
claims,

b) determination of nonconformity causes,
c¢) evaluation of necessity of the measure,
d) specification and applied measure,

e) records of results of applied measures,
f) applied measure review

The system of corrective measures is regulated
and documented in ISO PACK, database “Im-
provement”.

In order to prevent possible occurrence of noncon-
formity, the organization takes measures to re-
move their causes. There is a documented
procedure QSM 14-01 determined, by means of
which the requests for:

a) determination of a possible resource of non-
conformity

b) evaluation of necessity of the measure,
c) specification and applied measure,

d) records of results of applied measures,
e) applied measure review

The system of preventive measures is regulated
and documented in ISO PACK, database “Im-
provement”

The Risk management results are the predominant
input for performing the corrective measures.
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9 2Zvlastni pozadavky smérnice 93/42/EEC, NV 336/2004 Sb. / Special re-
quirements of MDD 93/42/EU, Governmental Decree 336/2004 Coll.

Zvlastni rozsifené pozadavky na vyrobu zdra-
votnickych  prostfedki  podle  smérnice
93/42/EEC a NV 336/2004 Sb. v platném znéni,
jsou popsany ve smérnicich QSM 21-01, QSM
21-02 a QSM 21-03.

Predpokladem pro piipevnéni znacky CE je
dodrzeni postupu prohlaseni shody podle Piilo-
hy IL.3, smérnice 93/42/EEC a NV 336/2004 Sb.
Predpokladem je posouzeni systému zajisténi
kvality jmenovanym mistem. Zpracovani soubo-
ru technické dokumentace ke kazdému typu
zdravotnického prostiedku a evidence téchto
vyrobkil u jmenovaného mista.

Zmocnénec pro jakost (ZPJ) je pracovnikem
BMT v podniku a jeho tkolem je mimo jiné
pfijimat hlaSeni o nezadoucich ptihodach, tiidit
je, vyhodnocovat, koordinovat a terminové
sledovat nezbytna opatfeni pii hlaSeni nezadouci
ptihody, stejné jako podavat hlaseni na kompe-
tentni ufady ve smyslu zakona 123/2000Sb.
v platném znéni.

Po zjisténi nezadouci ptihody se postupuje zpl-
sobem uvedenym v QSM 21-03.

Special extended requirements on the produc-
tion of medical devices according to the guide-
line 93/42/EEC and Governmental Decree
336/2004 Coll., are described in the guidelines
QSM 21-01, QSM 21-02 and QSM 21-03.

The attachment of the CE mark is qualified by
observing the procedure of conformity declaration
according to the Appendix IL.3, of the guideline
93/42/EEC and Governmental Decree 336/2004
Coll.

The condition is checking of the quality manage-
ment system by the notified body. Processing of
the file of technical documentation for each type
of the medical device and record-keeping of these
products with the notified body.

The representative for quality (ZPJ) is an em-
ployee of BMT and his task is, apart from other
thinks, sort them, evaluate, coordinate and observe
necessary measures (together with terms of their
taking) after reporting of an undesirable event and
to report at competent offices to the effect of the
Act 123/2000 Coll. in the valid wording.

After detection of an undesirable event there is
proceeded in the way described in QSM 21-03.
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10 Zvlastni pozadavky smérnice 97/23/EC, NV 26/2003 Sb. / Special
requirements of PED 97/23/EU, Governmental Decree 26/2003 Coll.

Zvlastni rozsifené pozadavky na vyrobu tlako-
vych zafizeni dle smérnice 97/23/EC a NV
26/2003 Sb. vplatném znéni, jsou popsany
v QSM 22-01.

Predpokladem pro pfipevnéni oznaceni CE je
dodrzeni postupu prohlaseni shody podle Prilo-
hy III, smérnice 97/23/EU (modul H, H1, uplné
zajisténi kvality s pfezkouSenim navrhu a
zvlaStnim dozorem pfi konec¢né kontrole; modul
G: ovéfeni jednotlivého kusu). Obdobné pro NV
26/2003 Sb.

Modul H: Jmenované misto provede formalni
pfezkouseni (audit) systému zajisténi kvality,
aby zjistilo, zda odpovida pozadavkiim, a vysta-
vi certifikat EU. Navic probéhnou neohlasené
kontrolni navstévy.

Modul H1: Jmenované misto provede formalni
prezkouseni (audit) systému zajisténi kvality,
aby zjistilo, zda odpovidéa pozadavkiim, a vysta-
vi certifikat EU. Navic provede schvaleni kon-
strukéni dokumentace.

Modul G: Jmenované misto provede zkousky
podle Prilohy III, modul G.

K informacim o tlakovém zafizeni patii vykresy
tlakového zafizeni a zfetelné oznaceni tlakového
zafizeni, navod k pouziti a dokumentace pro
zakaznicky servis. Informace budou vcas dany
k dispozici uzivateli.

ZPJ oznami uznanému mistu veskeré typy tla-
kovych zafizeni, které obdrzi znacku CE podle
PED. U novych pfistroji probéhne toto po
ukoncéeni postupu hodnoceni konformity, je-li
k dispozici kompletni dokumentace k prokazani
souhlasu se zakladnimi bezpecnostnimi poza-
davky.

RJ informuje uznané misto neodkladng
v piipadé kritickych zmén v systému fizeni
kvality, stejn¢ jako v pfipadé¢ zmén TZ nesou-
cich znacku CE, které by mohly zpochybnit
konformitu se zakladnimi bezpe¢nostnimi poza-
davky nebo se tykaji pfedepsanych podminek
pouziti. Jiné zmény systému fizeni kvality pii-
padn¢ TZ se znackou CE, které podléhaji dyna-
mice systétmu BMT Medical Technology s.r.o.,

Special extended requests for pressure devices
production according to PED 97/23/EU and the
Governmental Decree 26/2003 Coll. are described
in QSM 22-01.

The attachment of the CE mark is qualified by
observing the procedure of conformity declaration
according to the Appendix III, PED 97/23/EU
(module H, H1, full quality guarantee with draft
review and a special control during the final in-
spection; module G: verification of an individual
piece). Similarly for the Governmental Decree
26/2003 Coll.

Module H: The notified body carries out a formal
audit of the quality system to ascertain whether it
is in accordance with requirements, and draws the
EU certificate. Additionally not announced check
inspections will proceed.

Module H1: The notified body carries out a formal
audit of the quality system to ascertain whether it
is in accordance with requirements, and draws the
EU certificate. Additionally perform approval
construction documentation’s.

Module G: The notified body carries out tests
according to the Appendix III, module G.

To the pressure device information belong: pres-
sure device drawings and a clear designation of
the pressure device, operation instructions and
documentation for the customer service. The in-
formation will be delivered to the user in time.

The representative for quality (ZPJ) announces to
the notified body all types of pressure devices that
obtain the CE mark according to PED. In case of
new devices this proceeds after the end of the
conformity evaluation procedure, if there is the
complete documentation, to demonstrate confor-
mity with basic safety requirements, available.

The Quality management (RJ) informs the notified
body immediately in case of critical changes of
the quality system and in case of changes of pres-
sure devices carrying the CE mark that could
question the conformity with the basic safety re-
quirements or that concern the specified condi-
tions of use. Other changes of the quality system
or of pressure devices with CE mark, that are
subordinated to the dynamic of the BMT system,
will be submitted to the notified body in frame-
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budou uznanému mistu piedlozeny vramci  work of the check and repeated audit.

kontrolniho a opakované¢ho auditu. Because of planning of not announced audits from
Z divodu  zajidténi planovani neohlagenych ~ TUV side, BMT submits a rough production plan
kontrol ze strany TUV dava BMT kdispozici  of pressure devices to the notified body.
uznanému mistu ptiblizny vyrobni program TZ.

11 Rozdélovnik / Distribution list

Vsichni uzivatelé programu ISO PACK v PC All users of the program ISO PACK in the PC
verzi. version.

V tisténé podobé dle distribuéniho archu ulozené- In the printed form according to the distribution
ho na RJ. sheet saved at Quality management (RJ).

12 Prilohy / Appendixes

Ptiloha 1 Organizacni schéma podniku Appendix 1 Organization scheme of the company
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13 Souvisejici dokumentace / Conjoint documentation

CSN EN ISO 9001: 2001

CSN EN ISO 9004: 2001
CSN1SO 10011-1

CSNISO 10011-2

CSN1SO 10011-3

CSN EN ISO 13485: 2003

NV 336/2004 Sb.
NV 26/2003 Sb.

93/42/EEC

97/23/EC

PR 2/2008

Systém jakosti - model zabezpeCovani jakosti pfi navrhu, vyvoji, vy-
robé, instalaci a servisu / Quality system — model of quality guaran-
tee during design, development, manufacturing and service
Management jakosti a prvky systému jakosti, ¢ast 1 : Smérnice Qua-
lity management and quality system elements, part 1: Directives
Smérnice pro provéfovani systému jakosti, ¢ast 1 : Smérnice Direc-
tives for verification of quality system, part 1: Directives

Smérnice pro proveérovani systému jakosti, ¢ast 2 : Kvalifika¢ni kri-
téria pro provéfovatele systému jakosti / Directives for verification
of quality system, part 2: Qualification criteria for the system quality
verificator

Smérnice pro provéfovani systému jakosti, Gast 3 : Rizeni programi pro-
vérek / Directives for verification of quality system, part 3: Control
of audit programs

Zdravotnické prostfedky - Systém managementu jakosti — Pozadav-
ky pro ucely predpisti / Medical devices — Quality management sys-
tems — Requrements for regulatory purposes

Technické pozadavky na prostfedky zdravotnické techniky / Techni-
cal requests for means of medical technology

Technické pozadavky na tlakova zafizeni / Technical requests for
pressure devices

Smérnice Evropské unie pro zdravotnické prostredky / European un-
ion directive for medical means

Smérnice Evropské unie pro tlakové nadoby / European union direc-
tive for pressure vessels

Jmenovani pracovnikii pro zavedeni SJ podle CSN EN ISO 9001
Appointing employees for quality system implementation according
to CSN EN ISO 9001

Aktudlni seznam souvisejicich smérnic systému  The actual list of conjoint quality system direc-
jakosti je kdispozici v elektronické podobé  tives is available in the electronic form in ISO
v ISO PACKU a neni soucasti Pfirucky jakosti.  PACK and is not the part of the Quality manual.










