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Introduction

PMS Product Handbook Series are preparedravide you complete
and detailednformation about PMS products.

This Product Handbook content is specific to PMSSteripack brar

Tyvek sterilization reels and pouches. Their intended use, propert *
incoming materials used during manufacturing and applied qua - K( . )
control tests are explained in detail. ( ," o -

The final pages contairquality certificates, test reports from - A '
independent labortories and product related documentation. f

6 H81RMS. All rights reserved. PMSStacikh PMSSteriSeal, PMSSteriTeetjchmateand neusterare registered trademarks

of PMS Corp. Other products mentioned within this document are trademafrkkeir respective owners. Disclosing of the
contents, reproduction, adaption or translation of this document without prior written confirmation is prohibited. Because of
continued product improvements, we reserve the right to make changes without notice
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About PMS
PMS is an international produceof sterilization consumables anc

devices. Since 1997, it has been providing efficient, reliable and erPMSSte”paCk
solutions for health institutions and medical device manufacturers w

its wide product range. PMS Sterl -Seal

PMS, with the core values it owes and with the stous of adding valuePMS Steri 'teSt

to life by improving product safety for patients, for operators and for ti.c

environment with a respect to legal necessities, continues to endeavor for better, improvement and
innovation to best serve for all the parts of healthcarervices. These values lead PMS to invest on
guality, research, development and innovation.

Operating in more than 77 countries in five continents and with production plants in international
standards in Turkey and with distribution center in Germany, F6Ereliable partner with its strategic
global collaborations and with its competitive and innovative approach.

For further informationwww.pmsmedikal.com

Manufactuing Process
PMSSteripacRyveksterilizationpackaging are manufactured in the _——
Mersin Free Zone Plant of PMS. The plant is ISO 9001 and 1SO 13485 |_URLA .
certified. As a requirement for certification, the plant has an' i' | T’m |

established Quality System Manual. a

- 2‘?',"_1/'1

i
PMS strictly complies with theenvironmental, health ad safety Sy B
regulationsin force and the production plantonformswith Clean

Room HVACSystem Performance Qualifications according t £
1ISO14644L. The regulationand norms of standards at all levale

followed from purchase of raw materials to the shipmeot final

PMSSteripack branded products

As a requirement of ISO 116@Q7all equipment, machines and processes used for manufacturing of
PMSSteripack products are validated. Standard Operation Procedure (SOP), general validation plan and
IQ, OQ and PPQ pkuand reports for manufacturing equipment are frequently updated and revised by
our Quality Assurance Department.

1 Annex 1]|I1SO 9001 Certification
1 Annex 2| ISO 13485 Certification

In-House Laboratory
by " ""0_ ' .’ ;

PMS expanded its ihouse laboratory and invested irew testing devices

to provide stateof-the-art product quality control. A wide range of
sterilization packaging tests required by related product standards are
applied in our new laboratory by specialized and trained personnel.

Paged of 75
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With a newinvestment in aSteam Resistometer from the company Fedegari, PMS is now able to test
chemical indicator performance according ISO 11140

Resistometers are very accurate and computerized test autoclaves with adjustable sterilization
parameters specially designed for laigical and chemical indicator testing.

According 1SO 11140 chemical indicator performance tests must be done in ISO 18472 caediorm
resistometers.

1. Product Description

PMSsSteripackTyvek sterilization reels and pouches ar

registered under Classéls accessories in compliance with tk

European Medical Device Directive 93/42/ER@h the

amendment 0f2007/47/EC. The compliance with the directiv

is shown by CE mark printed on the shipping carton labels. —

1 Annex 3 | CE Declaration of Conformity

PMSStdpack Tyvek sterilization reels with Tyvek 1059B grade also meets the requirements of Class 2
according to US FDA 510K

1 Annex4 |FDA 510KClearance

PMSSteripacRyvek terilization packaging isonstructedof transparent multilayer PET/Ré&polymer
film web and Tyvek web in compliance with EN 888Chemical process indicatéwr H202 plasma
sterilization isapplied on theTyveksurface for intended sterilization methods.

1 Annex 5| TSE EN 8&8Certification

Standard PMSSteripackyveksterilization packagig is constructed ofTyvek 2FSvith H202 plasma
chemicalprocesdndicator and PET/PEm web.

PMSSteripacRyveksterilization packaging is available witlyvek 2FSTyvek 1059Bind Tyvek 1073B
gradeswith selectable imprinted chemical process indicafor hydrogen peroxide ethylene oxide

formaldehydeand gammasterilization methodsFor additional product design requagtlease contact
us atpms@pmsmedikal.coror through your customer representativeesponsibé foryour area.

1 Annex6 | Technical Data Sheet Sterilization REHS)

Annex7 | Technical Data Sheet Sterilization Po2kS)
Annex8 | Technical Data Sheet Sterilization Pouch (1059B)
Annex9 | Technical Data Sheet Sterilization Pouch (1059B)
Annex10| Technical Data Sheet Sterilization Reel (1073B)
Annexl11 | Technical Data Sheet Sterilization Pouch (1073B)

=A =4 4 =4 =9
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1.1 Intended Use

PMSSteripacKyveksterilization reels and pouches are intended feewat packaging of medical dessc
to be sterilizedin low temperature hydrogen peroxide sterilizewith and without plasma stage
Sterilization packaging will maintain its sterility until point of .use

1.2 Sterilization Method

PMSSteripackTyvek sterilization reels and pouches are designed to be usedoat temperature
hydrogen peroxide sterilizersThe sterilization packaging provides a protection of the medical device
from contamination of bacteria by its higlnd provenmicrobial barrier properties and will keep its
sterility after successful sterilization tilnuse of the sterilized medical device.

PMSSteripack Tyvek sterilization packaging is also suitable for ethylenefoximdaldehydeand gamma
sterilization methodsTo ensure optimum sterility conditions, instructions for use, handling and storage
condtion recommendations should be taken in consideration and followed.

VH202 EO FORM IRRAD

1.3 Characteristics of the Packaging
PMSSteripacRyveksterilization reels and pouches are designed, produces and distributed to provide
highest quality standards.

The main chareteristics of the packaging are;

3 independent seal lines

Tear free 5 layers PEEHRIM web

Jean peel for aseptic presentation -
Proven microbial barrier properties

Lead free water based chemical indicator

Clear and accurate indicator color change

Widesé f Ay 3 (S YLISNI G daNib1 cd Ay R 2
Compatible with all Low Temperature Hydrogen Peroxide
Sterilization Systems

9 Wide range of product sizes and types

s X

= =4 =4 =4 -4 4 -4 -4

1.4 Instructions for Use
PMSSteripacKyveksterilization pouches are ready for uskyvek terilization reels need to be cut to
required length and sealed at one end to form a ready to fill pouch.

1) Sharp ends of instruments must be covered with an instrument protector to prevent puncturing or cutting.
2) The medical device to be sterilized must becpld inthe pouch and it should ridbe filled more than 75%
of its capacity.
3) A gap of minimum 1.5cm between the material and each seal edge of the pouch must be left for a smooth
airflow.
4) Before sealing, as much air as possible must be removed from the pouch.

6 H /PMS. All rights reserved. Page6 of 75
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5) The filled pouch has to be sealed with calibrated and validated heasealer according to the
YI ydzFl Ol dzZNBNRa NBO2 Y YIwksteilizagoy packagmd {s (sEtalde Lihr Gdaling

between DOc / dz2d cl/2d0 M GNBYIGK 2F (&l aSlIt Ydzad FdaadaNB | O
6) During the handling seal stress must be avoided by filling the pouch horizontdllyweorking on a flat
surface.

7) When loading into the sterilizer the pouches have to be placed into the basket in a way that film faces film
and papersidefaces papeside

8) Sterilization pouches should be put upright in the basket or container and not too tight together so such
that a hand can slide in between them.

9) Process the load according to established internal procedures.

10) Handle pouches with care when removingrh the sterilizer to prevent puncturing or tearing. Store
pouches in an area protected from sunlight, water and other liquids.

11) Do not use wet pouches. In case of wet pouches, change the packaging and repeat the sterilization
process.

12) To open the pouch, esthumb and index finger to hold plastic side of the pouch and thumb and index
finger to pull back the paper side of the pouch. Always open the pouch towards the opening direction.
Open the pouch slowly for a clean and aseptic presentation.

1.4.1 Restrictins in Use

PMSSteripacRyveksterilization reels and pouches amot designed to be used in dry heanhd high

temperature steam@ SNRA f AT F GA2y RdzS G2 LINPRAzOGQa GSOKYyAOl f &
for mentioned sterilization methods shld be selected and used to provide optimum sterilization
efficiency.

1.5 Product Size List
PMSSteripacKkyveksterilizationpackaging iavailable in different types and dimensions to meet
requirements of various medical devices to be packed and seatifirrther.

TyvekSterilization FLAT Reel$Y) - TyvekSterilization FLAT Pouche®)

Item Code Dimension Units/Box Item Code Dimension Units/Box
TY0570 5cm x70m 12 TP0520 5cm x Dcm 1.000
TY7’570 7.5cm Xx70m 8 TP7520 7.5cm x 20cm 1.000
V1070 10cmx 70m 6 TP1028 10cm x 28m 1.000
TY1570 15cm x70m 4 TP1530 15cm x 30cm 1.000
Y2070 20cm x70m 4 TP2040 20cm x 48m 1.000
TY2570 25cm xX70m 2 TP2545 25cm x 45m 750
TY3070 30cm x70m 2

TY3570 35cm x70m 2

T™™O070 40cm x70m 2

TY5070 50cm x70m 2

Additional sizes are available upon request.
Please contact us at pms@pmsmedikal.com
or through your responsible customer
representative

6 H /PMS. All rights reserved. Page7 of 75
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2. Tyvek Web

Tyvek manufactured by the company DuPdsta rather unique
material in the stable packaging materials classification. It is knc
for its outstanding strength, durability and tear resistance. Tyvel
used for low temperature hydrogen peroxide gas plast
sterilization methods ath has also indusal use for ethylene
oxide, formaldehydeind gamma sterilization.

Tyvek is made of 100% High Density Polyethylene (HF
filaments, flashspun and bonded using heat and pressure.
unique multiple layer structure with high porosignables the
penetraton of sterilization gases into the package whi
preventing the ingress of microorganisms.

PMSSteripacRyvek websare availablewith Tyvek2FS Tyvek 1059Bind Tyvekl073B gradesind are
suitable for hydrogen peroxide gas plasmathylene oxide formaldetyde and gammasterilization
methods. Standard PMSSteripack Tyvek sterilization packaging are constructed of 2FS Tyvek bottom
web.

3. Chemical Indicator

PMSSteripacHyveksterilization reels and pouches are imprinter’

with a new and special for hydrogennp&ide plasma sterilization

designed water based andon-toxic Clas 1 chemical proces:
indicator. Theindicator isin compliance with 1SO 11140 and \
fulfills the requirements of related standard. :

The new H202 chemical process indicator offers a morelest:
. . <
and more accurate verification of successful complet 5

sterilization cycles. /;_\ ~

Chemical indicator for ethylene oxide and formaldehyde
sterilization methods iavailable upon request.

3.1 Color Change of Chemical Indicators

PMS uses environmental friendlyater based, noftoxic indicator on ®&ripack tyvek reel and pouches.
The indicator igested underdifferent printing conditions andccelerated aging studiese applied to
the indicator printed on Tyvek web

PRE Sterilization POST Sterilization

Cola Change

6 H /PMS. All rights reserved. PageB of 75
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3.2 Indicator Performance Testing

Chemical process indicators are defined by the international standard 1SO-11ddd must fulfill the
requirements at all time. PMSSteripatk202 chemical process indicatbas been testedby an
independen and accreditedaboratory for performance requirements according 1SO 11401

3.2.1H202Indicator Performance Testing

The provided test samples with new H202 chemical process indicator have been processed in 1ISO
compliant and calibrated low temperatuteydrogen peroxide resistometer for pass and fail cycles per
Table 6 of ISO 11140

The results of the performance testing verify that the new H202 indicator used for PMSSteripack Tyvek
sterilization packaging, performed as specified and met the requintsnéor a Class 1 hydrogen
peroxide process indicator according ISO 11140

1 Annex12| H202Chemical Indicator Testing Report

TESTING RESULTS

Test =" Test Gas Concentration £
o, I'est Time — T'est Result
Environment TFemperature mg/L
Absence of
Hydrogen 45 min £ 5 min None Acceptable
Peroxide
50°C + 0.5°C
Hvdrogen T7sx1ls Acceptable
:C ’
Peroxide Test At: d 23mg/l.+04mg/l
6mint s Acceptable

TABLE 2

3.3IndicatorAccelerated Ageing Study

PMSSteripack Tyvek sterilization packaging samples printed with new H202 plasmarifdicatbeen

I OO0OSt SNXYGSR F3ISR o0& STFFSOU 2F KAIK GSYLISNI (dzNB
periods have been simulated for 6, 12, 24 @& months and furtheexposed to hydrogen peroxide
plasma sterilization (ASP, Sterrad 100S, Stah@sgcle) and the required color change controlled.

The new H20plasmaprocess indicator of accelerated aged PMSSteripack Tyvek sterilization packaging
met the expected color change performance after 6, 12, 24 and 36 months. All color changes are in
accepable limits.

 Annex13|bS¢ | Hhu TYRAOFG2NI ! OOSEt SNXrGSR ! 3SAy3a ¢
Anmnexl4y bSg 1 Hhu TYRAOFG2NI ! OO0OSt SN GSR ! 3SAy3
OOStSN}XGSR ! 3SAy13

T
 Annexl5py bSé I HhH TYRAOI(G2NJ!
T Annexl6py b Sg | H hriccdleyaked Apekinig Zest Report (36 month)

6 H /PMS. All rights reserved. Paged of 75

0 |



PP M S HandbooKil
‘ Tyvek Sterilization Reels & Pouches

Ageing Period PRE Sterilization POST Sterilization

6 month accelerated aged _]

12 month accelerated aged

24 month accelerated aged . sl

, e
\I“ A i3

36 month accelerated aged

4. LaminatedPET/PEiIIm Web

Thefilm web used for PMSSteripadlyveksterilization reels and pouches are
constructed of transparent, reinforced rilayer (five) laminated PET/PE
(Polyester/Polyethylene film. PMS is one of three global manufacturer
specialized for Bfilm extrusion fa hydrogen peroxide plasnsterilization.

PMS developed a special BEn for hydrogen peroxide plasmaterilization
providing a very widesealingtemperature range and reliable seal tmcoated
Tyvek welandis ensuringa fibre-free aseptic presentationtany time.

e\(-N\a'LC\’\
PMS PE film offers a clean and uniform peel, can withstand sterilizati 4w

procedures and its solvetitee production is more environmentally friendly.

PMS worked with DuPont in close collaboration during the development of the special film.

4.1 Properties of PET/FmM Web

PMS usespecialy developed laminatedPET/E film web for PMSSteripack brandeByveksterilization

reels and pouchedor hydrogen peroxide plasma sterilizatiofhe film web isin compliance to
requirements defied by Europan Standard EN 8éBand allpropertieslisted in below table are fulfilled
at any time.

6 H /PMS. All rights reserved. PagelOof 75
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5. Final Product Testing

PMS first priority is to meet customer expectations by highest quality and standard canfgroducts.
Implemented and applied qualityoatrol stages and #nouse and/or external laboratory tests help us to
ensure high product quality and sustainable production outcoalkefinal product of PMSSteripadkvek
sterilizationpackagingare testedin compliance to ISO 1164y, ISO 11140 andEN 8685.

5.1Final Product Specifications
Quality control testing is applied during various manufacturing stages and to the final product in
determined frequencies. PMSSteripatkveksterilization reels and pouches specific properiisted in

below tale are fulfilled at any time.

Properties Unit | Value Method ' Frequency |
. EN 868 For film and paper
Seal Width mm MABH YY Annex D change & every 2 hour.
No leakage acc. .
Bubble Test pcs Standard ASTM F20964 | Film and paper changed
Pinhole cs No pinhole acc. EN 86& Each film roll
Determination P Standard Annex C
Dimension Control | cm Refer to mte_rnal ASTM F22082 | Film and paper changed
documentation
No seal leaks acc. .
Leakage Test pcs Standard ASTM F 19298 | Film and paper changed
N No fibers on the EN 86& :
Peel Direction pcs testing tape Annex E Each printed roll
H20O2Indicator Colorchange from . .
Control pcs red to blue Visual Each printed roll
PET/PE film N/L5mm | 12,7 n/15 mm ASTM F88 Each film roll
Bond Strength
PET/P_EIm_ pcs None Allowed H20_2_ P".”‘Sma Each film roll
Delaminating Sterilization
Aseptic _ oes No film or paper Peel off / open Each 2 hour of production
Presentation tear slow
Bioburden Testing | pcs Run and record ISO 11731 At least every 3 month
Particles/Cleanlines| pcs None Allowed Visual Each 2 hour of production
. . . Fulfill requirements Internal determined
Microbial Barrier pcs of ASTM E1608 ASTM F 1608 period
\é\ler:ir;lgles in Films or pcs None Allowed Visual Each 2 hour of production
Jagged Edges pcs None Allowed Visual Each 2 hour of production
Stewed Printing pcs BH YY Visual Each printed roll
. Artwork and . .
Print Image pcs readable Visual Each printed roll

6

H /PM$. All rights reserved.
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5.2 Sterilization Efficacy Validation Test

Steilization efficacyvalidation tests are used to determine the efficiency of medical sterilization
packagingsystems by processing them in a sterilizer validated to a sterility assurance(8Ak)
Packaging are expected to meet the SAhadtcycle expsure time. On this report Sterilization efficacy

of PMSSteripacisterilization pouches were determinedy the overkill methodper AAMI and ISO
guidelines. PMSSteripack pouches werecessed in a Steris-RRO 1 Plus Lumen sterilization cycle
which is vatated to a SAL of f0Geobacillus stearothermophilispores. The SAL was achieved by
inoculating of these spores in the most difficult locations to sterilize and sealing them within
PMSsSteripack sterilization pouches. The pouches were processed #albribe expected full cycle
exposure time. Following exposure, the biological indicators were aseptically transferred to culture
media and incubated as required. With this test method, sterilization was accomplished by
demonstrating that a minimum 10Geolacillus stearothermophiluspores weresuccessfullyilled in

half cycle.

1 Annex 17 | Sterilization Efficacy Test Report

5.3 Bioburden Properties

The term bioburden is used to describe the population of viable microorganisms present on or in product
and/or a sterile barrier system. PMSSteripaokeksterilization reels and pouches have been tested for
bioburden after manufacturing process accordingO 11374 standard by an independent and
accredited test laboratorgvery 3 monthsPMSSteripacRyveksterilization packaging produced in a
controlled and clean environment amovide a safe and effective barrier against microorganiymmo
bacteria growth.

1 Annex18 | Bioburden Test RepoP7520

5.4 Microbial Barrier Properties

PMSSteripacRyveksterilization reels and pouches are proven and effective microbial barrigngek
sterilization packaging have been tested for determining the microbial barrier properties following
exposure to ASP, Sterrad 100NX at Standard Cycle by an external and eddabditatory in the US&.

1 Annex19| Microbial Aerosol Challenge Test Report

Tyvek sterilization packaging samples have been subjected to an aerosol of spores after exposure to
Sterrad 100NX Standard Cycle sterilization process. Each packaging samfadedswith stainless

steel coupons, a biological indicator (Bl) and a chemical indicator (Cl). Following the exposure to
YAONROAIET |SNpaz2t OKIffSy3aSsy GKS .LQa FyR aidlAyftsS
media and incubated as reqad.

Following the full incubation period, negative test samples were inoculated with spores and incubated

for forty eight (48) hours per USP for growth promotion. The presence of growth verified the media

could still support growth of a low number of clelge organism and that bacteriostatic substances did
not inhibit growth.

6 H /PMS. All rights reserved. Pagel2of 75
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1 The test sample coupons demonstrated no growth following incubation of test samples.
1 All positive controls were positive for growth
1 All negative and environmental controls were aége for growth

PMSSteripack Tyvek sterilization packaging are an effective microbial barrier following ASP, Sterrad
100NX, Standard Cycle.

TEST RESULTS
Sample ID Pouch#1 | Pouch#2 | Pouch#3

1 N N N

2 N N N

LOT: 2213 2 3 2 L
e 4 N N N
5 N N N

BI N N N

Environmental Control — TSB 131209-1 N N N
Negative Control — TSB 131209-1 N N N
Positive Control —CycleSure Bl P P P
Negative Verification — LA12 P P P

TABLE 2

5.5 Cytotoxicity Testing

Cytotoxicity testing is crucial to ensure biocompatibility of medical devith&s inwlves extracting
leachable materials from the device or components and analyzing the leachable extracts for potentially
harmful chemicals or cytotoxicity. PMSSteripack Tyvek sterilization reels and pouches have been tested
using MEM Elution Cytotoxiciyssay per USP and 1SO methods after being processed in a StedslV

Plus lumen sterilization cycle by an external and accredited laboratory in the USA.

After beingexposed toV-PRO 1 Plus Lumen Sterilization, L929 mammalian fibroblassasgi|desvere

plated, incubatedand extractedg A 0 KAy a9a 9 f dziHo@s/ Foldviindgineubaffocdl) H n p H
culture medium was aspireand test samples were plated in triplicate with L929 cells and incubated for

ny pH HKaloeiy the full incubatio period, he test sample met the USP and ISO 109®3
requirements and PMSSteripack packaging proved itstorigity

PMSSteripack Tyvek sterilization packagirig) non-toxic following Steris, VPRO 1 Plus, lumen
sterilization.

1 Annex20| CytotoxicityTest Report

5.6 ProductBurst Test

Burst testing provides a quick means of assessing tendencies for a pouch to fail when it is ex@osed to
pressure differential. Pressure differentials may occur within a package during different situations, such
assterilization and tansportationand t is important to ensure that the package can maintain integrity
and therefore sterility throughout all reasonable circumstanceédlith this test, burst value of
PMSSteripack Tyvek pouches is assessed per ASTM F1140.

1 Annex21| Burst TesReport
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5.6Product Ageing Studies

PMS has applied product ageing studies for establishing the product shelf life of PMSStéypeick

sterilization reels and pouches. Data obtained from these studies are based on conditions that simulate

the effects ofaging on the materiagand its propertiesPMS product ageing studies consist of two parts;
FOOSEt SNXYriSR 3SAy3a FyR yIidNF f HAYSOI I BSNIYAS IR ¥ RQA

5.6.1 Accelerated Ageing

PMSsSteripacHyveksterilization eels and pouche have a product shelf life of 3 (thhegears under
recommended storage and handling conditions. Aeaded ageing study valid for Bears ha been
applied according ASTML®B0 to ensure highest quality and to determine the product shiggf |
Accelerated aged products have been tested for their product properttesnially at PMS laboratory.

5.6.2 Natural Ageing

Natural ageing is essential for verification of test results obtained after accelerated ageing. PMSSteripack
Tyvek sterilization reels and pouches are stored under controlled and monitored environment and
product physical property tests applied in a 6, 12, 24 and36 monthly period.

All data resulting from the testing havgeen evaluated and kept under record. The testulés \erify the
shelf life of 3 (threpyears for PMSSteripadlyveksterilization reels and pouches under recommended
storage conditions.

6. Product Packaging

The product packaging of PMSSterip@igkeksterilization reels and pouches consists of three packagin
types; the inner packaging, the outer packaging and the transport packaging. Each packaging is done
after the final product quality control by trained personnel and by use of proper selected materials to
ensure protection from dust and moisture duringtisportation and storage.

The inner packagingf Tyveksterilization pouches is done in bundles of 2B6ces and wrapped with PP
film. TyvekSterilization reels of0 meter lengths are placed in PE bags single or in groups depending on
the reel width.

Fa outer packagingof PMS products, duble wall corrugatectardboard boxes as shipping cartons are
used. The double wall corrugated structure provides higher protection against any kind of damages
during transportation and handling.

The transport packagings the final stage prior shipment, is done by use of 4way wooden and heat
treated (according ISPi5) pallets. Proper placed shipping cartons are wrapped with PP film for
protection against dust and moisture and secured with edge protections and 12m &illbdétts.
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6.1LOT Number

EachPMSSteripacKk yveksterilization reel and pouch is provided with a LOT number printed on the
Tyvek bottomweb. The LOT number allows the traceability of the product during the manufacturing
process.

The LOT number is cadlas following;

- LOTWWYY

. T WW = Week of the year
AN\ f YY = Yearof manufacturing

6.2 Expiry Date / Shelf Life
The shelf life of PMSSteripatkveksterilization reels and poucheés 3 (three) years after manufacture
date under recommended storagad handlingconditions.

The product must be usedithin 3 years from date of manufacture. The expiry date, as well as the
manufacture date are printed on the product traceability labels and the shipping carton label.

Manufacture Date Symbol Expiry DateSymbol
dd.MM.yy dd.MM.yy

6.3 Storage Conditions
PMSSteripacHyveksterilization reels and pouches need to be stored under following recommended
storage conditions to ensure optimum product quality, microbial properties and expiry date.

Storage conditions arerimted on each shipping carton labels aack also available at product related

instructions for use.
%70 RH

~35?C
1 Stored in original packaging o
T {G2NBR dzy RSNJ O2y (iNRffSR GSYLISN.® __ b .u ryre® opc/

9 Stored under controlled humidity (max. %70 Relative Humidity)
9 Stored protectel from direct sunlight, moisture and excessive airflown

4
s/, \\"/
- t
n

6 H /PMS. All rights reserved. Pagel5of 75



P' INM C Handbookil
ofl I” ) Tyvek Sterilization Reels & Pouches

6.4Product Traceability Label

EachTyveksterilization reel and pouch bundle is attached with a label including important product and
manufacturing information. These labels are essential fadpct traceability and must be keep safe in
case of any product related subjects. Each product traceability label contains following details;

1 Product Item Code (Ref.)

1 Lot Number REF TY 1 570

1 I\E/Ian'ufaDcture Date LOT 2 1 1 v 4
t

E M);Tg . eaNi MINF 26.06.2017/1 mmmlmm

1 Roll/ Pouch Bundle No ERX“: ge'oségg_zN% 00001

9 Product speci€ barcode

6.5Shipping Carton Label
Each shipping carton mttachedwith a label including essential product information and traceability
data.Each label contains following details;

91 Brand

{  Product description : ;

9 Product Dimension Pﬂiite”pmk —

1 Product Item Code et oo

1 Quantity (*“m v *-‘m

1 Manufacture Date %gn :§”‘F

f Expiry Date il -

9 Lot Number T —

1 Recommended storage conditions NUS— : I
1 Product Barcode @ Y ) & i x
M Manufacturer contact details “’:‘,wmn-w::,;m c € 2]

1 CE Mark '
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Annex 1 | ISO 9001 Certification

Lloyd's Register
LRQA

CERTIFICATE OF APPROVAL

This is to certify that the Quality Management System of:

PMS TIBBi CIHAZLAR TEKNOLOJiSI
SAN. VETIC. A.S.
Karaduvar Mah. Serbest Bolge 11. Cadde No:46 33020
Mersin Serbest Bolgesi Akdeniz - Mersin / TURKEY

has been approved by Lloyd's Register Quality Assurance
to the following Quality Management System Standards:

1ISO 9001:2008
The Quality Management System is applicable to:

Production, Marketing and Sales of Sterilisation Packages,

Wrapping Materials, Chemical Indicators, Autoclave Tapes,

Bowie-Dick Test Packs, Sealing Machines and Autoclavable
Biohazard Bags

Approval Original Approval: 22 November 2009
Certificate No: ISTB008159/A
Current Certificate: 05 November 2015

Certificate Expiry: 14 September 2018

BERN

Issued by: Lloyd's Register Godetim
For and on behalf of Lloyd's Registe Qualltyyéurance

Limited

v

UKAS

MANAGEMENT
SYSTEMS

001

Lloyd's Register Gozetim Ltd. Sti, Ataturk Cd, >:tleey Plaza, No 82, K 3, D 12, Kozyatagi, Istanbul / TURKIYE
For and on behalf of LRQ B37 7ES, United Kingdom
This approwval is carned out ®s and monitored by LRQA
The use of the UKAS Accreditation Mari Ac n Certificate Number 001

and their respective officers, employees of
or mxpense caused by refiance on the informs
o in any resporaibidity or liabilty u

ioyd's Register Growp Limited, Its affiliates and subsidiaties, inc
s Uoyd's amw- Uoyd's Register assumes no responsibty
it peeson has signad a contract with the relevant Lioyd's Regh

6 H /PMS. All rights reserved.
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Annex 2 | ISO 13485 Certification

Lloyd's Register
LRQA

CERTIFICATE OF APPROVAL
This is to certify that the Quality Management System of:

PMS TIBBi CIHAZLAR TEKNOLOJiSI
SAN.VETIC.A.S.
Karaduvar Mah. Serbest Bolge 11. Cadde No:46 33020
Mersin Serbest Bolgesi Akdeniz - Mersin / TURKEY

has been approved by Lloyd's Register Quality Assurance
to the following Quality Management System Standards:

ISO 13485:2003
The Quality Management System is applicable to:

Design, Development, Production, Marketing and Sales of
Sterilisation Packages, Wrapping Materials, Chemical
Indicators, Autoclave Tapes, Bowie-Dick Test packs and
Autoclavable Biohazard Bags (Class 1)

Approval Original Approval: 22 November 2009
Certificate No: IST6008159/B :
Current Certificate: 05 November 2015

Certificate Expiry: 14 September 2018

[T

Issued by: Lloyd's Register Goze |rn Ltd til
For and on behalf Of Lloyd's Reqmer Quallty Assugance
Limited

=)

v

UKAS

MANAGEMENT
SYSTEMS

001

Lloyd's Register Gozetm Ltd. Sti, Ataturk Cd, SitkiBey Plaza, No 82, K 3, D 12, Kozyatagi, Istanbul / TURKIYE
For ano on behalf ov LRQA Ltd, 1 Trinity Park, Bickenhill Lane, Brmlrgha'r BB/ 7ES, United Kingdom
i s and manito rcct LRQA
vd ation Certificate Number 001

The use of h-v‘ AS Azo rd tatx

incividually and collectively, referred 1o in this dause
vice Iny this document cr howsoever provided, unless
svely 0n the terms and conditions sat out in that contract

ted, its affilistes snd subsidiaries, inchuding Lioyd's Register Quality Assurance Limited (LRQA}L raspactive offica
snegn assumes ocxcou ua csr.ﬂ not be ki .n:e ::\oevso n for .myluuu."ral:‘nen: se taused by refianc inf
th the relevant Uoyd's Register antity for the provision of this information or advice and in that case any resporaibi ey or llabikty &

L:mnzgu- r Grou
I,manm
rﬂl.
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Annex 3 | CE Declaration of Conformity

l‘ P M S PMS 188l CIHAZLAR TEXNOLOJISI SAN. VE TiC. A.S
Karaduvar Mah. Serbest 8élge 11. Cadde

No: 46, Akdeniz, PK: 33020
MERSIN - TURKEY

TEL : (324) 238 70 42 (pbx)
FAX :(324)238 6549

E Mail : pmsi@pmsmedikal. com
www.pmsmedikal.com

EU Directives covered by this Declaration

93/42/EEC MEDICAL DEVICE DIRECTIVE / 2007/47/EC

The Products Covered by this Declaration

Tyvek Sterilization Reel (Flat)
Tyvek Sterilization Pouch (Flat)

The Basis on which Conformity is being Declared

The product identified above complies with the requirements of the Medical Device Directory and
its annexes above by meeting the following standard: EN 868-5, ISO 11140-1 and ISO 11607

The product is defined as Class 1 product and Declaration of Conformity is issued as per Annex Vil
of 93/42/EEC MDD.

The technical documentation required to demonstrate that the product meets the requirements of
the Medical Device Directive has been compiled by the signatory below and is available for
inspection by the relevant enforcement authorities.

The CE mark was first applied in May 2000

The products described above comply with the essential requirements of the directives specified.

Authority: Taner ERSEN
Date : February 2018 = PM S mTlIII(MAkAI TexnoLlsl

ulul VET nuu A t

wuu

|
preger i C
\ \
\
ATTENTION!
The attention of the specifier, purchaser, installer, or user is drawn to speclal measures and limitations to use which must be observed

when the product Is taken into service to maintain compliance with the above directives. Details of these special methtods and
limations to use are available on request.
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Annex 4 |[FDA 50K Summary Report

Public Health Service

Food and Drug Administrtion
10903 New Hampshire Avenue
Document Control Center - WO66-GOH(Y
Silver Spring, MD 209930002

November 18, 2016

PMS TIBBI CIHAZLAR TEKNOLOIJISI SANAYI1 VE TICARET ANONIM SIRKETI
Derya Dikici, Ph.D.

Business Development Manager

Karaduvar Mahallesi, Serbest Bolge 11. Cadde No:46

Mersin Serbest Bolgesi, 33020, AkdenizZMERSIN/TURKEY

Re: K160595
Trade/Device Name: PMSSteripack Tyvek Sterilization Pouch (TP) and Roll (TY) with
Chemical Indicator
Regulation Number: 21 CFR 880.6850
Regulation Name: Sterilization Wrap
Regulatory Class: Class Il
Product Code: FRG
Dated: October 10, 2016
Received: October 19, 2016

Dear Derya Dikici:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class I (Special Controls) or class 111 (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must comply
with all the Act's requirements, including, but not limited to: registration and listing (21 CFR
Part 807); labeling (21 CFR Part 801 and Part 809); medical device reporting (reporting of

6 H /PMS. All rights reserved. Page20of 75
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