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1 Trach nhiém phap Iy va bao hanh san phiam

11 Théng tin chung

Chang téi xin chéan thanh cam on vi da tin dung san phém
Gebriider Martin. San pham c6 chirng nhan CE, thda man tét ca
tiéu chuén clia Ban diéu hanh EC lién quan dén thiét bj y té.
Chung t6i 1a nha san xuét san pham nay:

Gebriider Martin GmbH & Co. KG

Mét céng ty clia tap doan KLS Martin

KLS Martin Platz 1 - D-78532 Tuttlingen * Germany

Postfach 60 - D-78501 Tuttlingen » Germany

Tel. +49 7461 706-0 « Fax +49 7461 706-193
info@klsmartin.com » www.klsmartin.com

1.2 Bao hanh

Diéu kién va yéu cau tiéu chuan vé an toan cia ching t6i co
hleu Iwe trong thm gian qui dinh. Nhitng thoa thuan khac voi
diéu kién va yéu cau nay khéng lam han ché quyén han phap li
cla ngu'o'l mua. Moi diéu khoan bao hanh phat sinh ngoal gici
han trén can cé hop déng va loai trl hw hai bd phan docd y lam
hong trong qua trinh st dung

S can thiép hoac thay thé khong phu hep cua bén thir ba trong
thoi gian gi¢i han sé lam mét hneu lye quyén bao hanh. Moi
hanh vi khéng cho phép ddi véi san pham sé lam vé hiéu trach
nhiém phap Iy chéng lai Gebriider Martin.

2 Téng quat san pham

San phém dwqc ma ta & bia ngoai clia hwéng dan st dung nay.
Dé xem mo ta cia nhirng chirc ndng khac nhau, xin xem trang
déi dién

3 Muc dich st dung

Hop hap tiét tring marSafe duwoc sir dung dé Iwu triv, van

chuyen va tiét trung dung cuvd trung chuan b| dé st dung trong

diéu kién vo tring. Moi mau ma va bo phan cua chiing dap rng
day du tiéu chuan lién quan clia quéc té va quéc gia, dac blet la

ISO 11607-1:2009 va ISO 11607-2:2006, EN 868-8:2009 va DIN

58953-9:2010.

34 Tiét tring

Hép hép dung dwec cho hép tiét trung chi d6i vai may tiét tring

Pulsing Vacuum (Pre Vac) Viéc st dung qui trinh hap tiét trung

dung chuan la can thiét ( Vi dy, may tiét trung V&i tieu chudn EN

285:2009, s& dap (ng tiéu chudn theo yéu cdu ISO 17665-

1:2008).

o Hép, hép tiét tring voi nap cé 15 va hép hap dong dat
chuén cho hép tiét trung hoi nwéc trong may tiét trung
tuén theo EN 285 qua trlnh hat phan giai

° Hép hép tiét tring voi ndp co 16 va hop c6 16 ciing phu
hep cho hép tiét trung hoi nwéc trong may tiét tring tuan
theo EN 285 v&i qua trinh trong lyc.

4 St dung an toan
e Trwdc khi st dung, kiém tra chirc nang thiét bj va diéu
kién phu hep

e Dam bao chi nhitng ca nhan dwoc huan luyén hoic co
kinh nghiém méi s dung hop hap tiét tring

. Gitk hwdng dan sl dung ludn dé dang tiép can cho nhan
vién

° Luédn quan sat hwéng dan cho dung cu da bj phoi nhiém,
dung cu da tiét tring, dung cu chudn bij tiét tring

5 Céu tric va chire ning hép hap

ng HE an. Thao dung cu gil* miéng loc

ang 5HOC
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5.3  Khéa hop hap/ nip day

Dong hop hép

bat nap hép hap (1) 1én than hop (6) Nhéc dia khoa (13) Ién va
dat no trén goc cla nap Cuéi cung &n dia khoa clia khoa nang
vao hop hép. Dat hop hép trén bé mat cling dé dong dé dang
M hép hip

Hop hap dwoc m& bang cach xoay dia khoa (13) clia khoéa nang
|en Réi nhac dia khoa I&n va gap né ra ngoai. Cudi cung nhéc

nap hop hap ra (1). Miéng dan day can dwoc thao roi trwéc khi
mé hép hap

. "o,

5.4  Miéng day bao vé

Miéng day bao vé tly chon (55-290-99- 04) bao vé hé théng
ngan vi khuan t nhwng anh hwdng bén ngoal Miéng day duoc
gan bang cach s dung hai dung cuy gilr uon cong. Miéng day
béo vé cling cé thé duoc tiét tring va khéng cén thao ra.

55  Ranhén .

Ranh &n (10) cla dia tay cam (7) c6 thé gan voi 2 miéng dan tl
trung tdm dia khoa (13) khi hop duoc dong. Mleng dan ( ma 55-
996-84-04 va 55-996-85-04) dwoc gan dung méc bén réi dong
lai. Miéng dan dwoc gén ti bén trén va ty dong khoa.

5.6 Taycam
Mt treéc hdp hap cb tay cam (8). Kha ning mang cia tay cam
dap (rng tiéu chuan EN 868-8:2009, phu luc C

5.7 Nhan ghimava bang mau

Mot bang mau (11) du'o'c gan vao bén trong dia khoéa (13) trén
ca hai mat trwéc hop hap, bén trai nd phuc vj cho viéc gan nhan
ghi ma (9). Nhan ghi ma khic laser voi thong tin dwoc ca nhan
héa lién quan dén noi dung khay va dja diém co thé yéu ciu
Gebriider Martin 1am. Nhan ghi ma dwoc ghi vao bén trai sau
bang mau ctia dia khéa. Bang mau kha dung & 6 loai mau khac
nhau dé gan nhan twong trng v&i tieng khoa y té.

Bang mau co thé dé dang gan va thao ra boi nguoi diung

Bang mau phai dwoc gén dé dam bao hop hép dwoc dan ding.
5.8 Thé log hodc nhan

Ca hai mat trwéc hop hap déu co phan ranh (12) véi 16 xo gil
trong bang mau (11) dé gén va cé dinh nhan log phd théng ( vi
du mé& 55-291-11-04,55-291-12-04, 55-291-13-04).Nguoi dung
c6 thé thay thé I xo gir

6 Yéu ciu ban du

Hop hép phal duwoc vé sinh ki cang trwdc khi st dung va chu ki
tiét trung dau tién (xem phan 11 “Chéng nhiém khuan, vé sinh
valam sach“ trang 8) ~ .

Dé Iép rap hop hép, theo huéng dan st dung trong phan 5 “Céu
tric va chlre néng cua hop hép", trang 7

Sau @6 kiém tra chirc nang theo phan 7.1 “Kiém tra chirc ning
trudc khi st dung hop hép’, trang 8

D& qua trinh dong goi hiéu qua, cé thé ap dung hwéng dén “Qui
tic qua tnnh dong goi theo DIN EN ISO 11607-2" clia Hoi
DGSV quéc té (Hiép hoi dich vu tiét tring Dirc)

7 Dé dung cu vao hop

Khi chét d6 vao hop phai chira khoang tréng it nhat 1 cm dudi
dung cu gi» miéng loc (3) d& dong hoi nwéc khéng bj chan bén
trong hép.

75 Kiém tra chirc nang trwére khi dé dung cu vao hop
Trwéc khi siv dung hop hap, moi bé phan cua nd phai dugc
kiém tra bing mat xem c6 16i nao khong Moi bd phan hw héng
tim thay phai stva chi*a hosc thay the Miéng bao vé phai khong
c6 hu héng nao khi nhin bang mat, néu khéng phai thay thé. Chi
b6 phan hép hap sach mé&i dwec st dung.
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72 Dé dung cu vao hop v&i vai lanh hodc vai khac

Khi dwa vai vao hdp, luu y chét db da dugc aép thang ding (ton
da 6 kg). Khong chét qua day! Piéu do dé& dam bao ludn cé thé
vuon tay ldy dung cu trong hép. Theo tiéu chuadn Pirc DIN
58953-9:2010, chung tol cung khuyén nghj déng géi san pham
dé duwoc tiét trung VoI mleng vai phu hop, dung kich c& bén trong
hép hap. Didu nay gilp c&m nam dung cu v tring dé dang va
tranh nhiém khuan khi st dung lic sau. Qua trlnh tlet trung trong
Iwe khi chat dung cu véi vai can dwoc nha san xuét ddng y.

7.3 Bwa dung cy vao hop hép

Chung t6i khuyen ngh| st dung khay cho dung cu tiét tring bén
trong hop hép theo yéu cau DIN 58952-2:2012 va DIN 58952-
3:2012, cb dlnh dung cu vao chd trén khay véi dung cu hé tro luu
tr nhu miéng dém silicon.

Theo DIN EN 868-8:2009 va DIN 58953-9:2010, ciing nhw vi
muc dich st dung tién loi, khéi lwong téi da lwu tr dwoc khuyén
khich nhw sau

60 x 30 10 ‘

47 x30 7 i
30x 30 | 5

Dua vao thiét ke dac biét, hop hap cho phép khay tiét trung
duoc lay ra dwéi digu kién tiét trung sau khi hop hap duoc mé
trong phong phéu thuat, ké& ca néu khéng cé bao géi thém nao
duwoc sl dung bén trong
8 Chét va Iay ra khoi méy tiét tring
Hucrng dan cach dé dé vao may clia nha san xuét may tiét trung
luén can duoc quan sat ki lwdng. thng hop hép nang can
duwoc dit dudi day clia buong hép. Hop hap marSafe co thé chét
chong |é€n nhau trong qua trinh tiét trung cling nhw van chuyen va
cung c6 thé chét chdng véi hé thong mlcroStop Ludn st dung
tay camva khong bao glu diing ndp hop d& nhac hoic mang hop
hép khi dang chét hoic Iay hép ra. Hop hép ning nhét ludn can
dat dwéi clng clia buong hép

CHi

Hép hép can duoc déng géi hodc che day thém bén trong may
tiét trung. Phan 16 bén trong hép hodc nap hop thi khong can
che. Khong déng géi bang tham film hosc silicon tryc tiép lén
hép hap

9 Lwu triv hop hdp cung cip tiét tring

Hop hap phai duoc lwu trir sao cho dwoc bao vé khai bui, hoi
3m va hu héng. Vong d%i lwu tre phu thude vao didu klen Iwu
trir dia phudng va khong thé chi dinh dwoc trén toan cau nbi
chung. Vi vay, ban vé sinh pha| xac d]nh thoi glan lvu trie chép
nhan duoc. Quan li bénh vién hoac glam dbc y té ludn phai chiu
trach nhiém cho diéu kién lwu tri va chu ki. Hop hép tiét tring
phai dugc lwu trir tach biét khéi nhirng vat dung duoc cho la
nguy hiém

Chét lvong miéng dan giam trén bao déng géi tiét triing thuong
phu thuéc vao hoan canh chi khéng lién quan thi gian

10 bat dung cu tiét trang sin sang stv dung

Trwéc khi mé hép hép, kiém tra mleng dan c6 duoc gan dung
ché va khéng bj théo ra hay khéng. Kiém tra cu thé dau hién thj
co thay dbi diing mau. Truwdc khi mé hép hép, hiy va thao roi
miéng dan theo  huéng dan. Mleng dan 55-996-84-04 va 55-996-
85-04 c6 thé d& dang thao roi ding diém gay xac d|nh trwde.
Miéng dan 55-996-82-04 va 55-996-83-04 cin dwoc ubn cong &
tab va xoay theo chiéu kim déng hd va thao r&i theo hwéng
nguoc lai.

1 Chéng nhiém khuan, vé sinh va lam sach

11.1  Théng tin chung

Gi¢i han vé sinh va chéng nhiém khuén hop hap dwoc xac dinh
béi nguoi st dung ( nhu mét phan ké hoach vé sinh). Bon V| X0
li dwoc chon phal tu'o'ng thich véi chét liéu bé phan hép hép va
hiéu qua ca vé mat Vé sinh va sinh hoc vi mé.

Buéc 1am sach cudi cung, voi nwéc khir khoang phai dam bao
khong chét 1am sach nao con sét lai trén bat ki b phén nao cua
hép hap

CHUY

Hay klem tra moi yéu cau phap i quoc gia, tiéu chuan quoc gla
va quéc té va huéng dan cho viéc vé sinh trong nha dé tai stv
dung.

° Xem xét moi yeu céu quéc g|a lién quan dén tai si dung
san phdm néu bénh nhan mic bénh Creutzfeldt-Jakob
(CJD) nghi nhiém CJD hoéc bién chitng khac ciia benh

° Chu y rang tinh hiéu qua cia wec tai sir dung san pham y
té nay chi dwoc dam bao néu qua trinh 1am sach tai st
dung dap Gng chudn. Trach nhiém thudc vé nguoi s
dung.

o Vistc x@ li, nha san xuét chi cung cép dit lidu d& tham
khao cho viéc danh gia qua trinh tai s dung ctia nguei
dung

o Nap hép hép (1) va than hép hap (6) phai dwoc tach roi
dé1am sach.
Nhu'ng phan duwdéi day cung cap théng tin vé& lya chon vé sinh va
chéng nhiém khun bing may hoc bang tay, chi trong vao tinh
twong thich clia vat liéu va gia tri.
11.2 Vat Ii(eu du-qc str dung
Than hép hép (6) va dia tay cam (8) dwoc lam tr nhém va bao
mot Iup bao vé dién cyc glup bé mat chong an mon. Tuy nhién,
du bé mét dién cwc chéng lai dwoc chat pH trung tinh hoéc
alkaline dén d6 pH 10.5, chung c6 thé bj hiy bai tan cong hoéa
hoc, ddc biét khi alkaline v&i d6 pH Ién hon 10.5 va chét trung
hoéa acid duoc st dung trong may. Vi vay, than hép hép chi
dwoc s dung véi dung dich pH trung tinh hoac alkaline téi da
10.5 pH hoéc v&i dung dich vé sinh dwec chi dinh neng cho bé
mét nhom dién héa. Dam bao theo huéng dan nha san xuét lién
quan dén viéc vé sinh bing may va dung dich vé sinh nao duoc
st dung.
Nap hép hép (1) , bao gém dia microStop (2), va tay cam (11)
duoc lam tir nhya chét Iu'qng cao phi hop cho tiét trung. Nap
hép hép co thé dwoc xi li véi bat ki chwdng trinh nao thich hop
cho vé sinh san phdm bang nhém. Chong nhiém khuan bang
nhiét Ién dén 110°C (230°F) c6 thé duoc st dung, khéng c6 van
dé phat sinh.

Bang mau khéng bao gi¢ dwoc x li bing ACETONE/BENZINE!
Thém vao d6, dam bao dung dung dich vé sinh cé trong tam
khéng vuwot qua lwu Iuong cho phép clia nha san xuat trong
ting truong hop (diéu nay ap dung cho ca vé sinh bang tay va
bing may)

Cha y rang ACETONE/BENZINE ciing nhw tén dong chét vé
sinh g4y stress &n mon, vi vay pha hay vat liéu!

Cing vi li do trén, khong chét chéng khuan chira glucoprotamln
dwoc st dung dé chdng nhiém khuin nap hop hap mlcroStop
vi nhitng chat d6 sé lam hw véng silicon, gidm vong doi va
tham chi 1a pha hly hoan toan.

11.3 Vé sinh bang tay va chong nhiém khuin

Moi bé phan c6 thé duwoc vé sinh bang dung dich trung tinh, phu
hop bé mat (dung dich ria diu nhe, dung dich vé sinh trung
tinh). D& chéng nhiém khudn, chéat chéng nhiém khuan khéng
chira aldehyde cé thé duoc st dung. Buéc riva cudi cung phai
s dung nwée khdéng khoang. Viéc st dung chéat lam kho thém
la khong dugc phep Khong dlng ban chai kim loai hodc dung
cu tdy rlva khac dé& lam vé sinh.

Sau qua trinh nay, mol bé phan phai kiém tra bing mét xem c6
chét cin nao khong. Néu con phai I3p lai qui trinh vé sinh

Khuyén nghi vé sinh va chéng nhiém khuan bang tay

Ve sinh 3
do cén thé
phong
(lanh)
Lam Nhiét - - Dung
khd dad Vai
phong khéng
X0 hodc
khi nén
. T yté
Lau - - Cén 70
chéng %
nhiém Chat
khuén chéng
khuén
be mat
khéng
chira
andehid
Lam Nhiét Nuéc Khéng Loai bo
sach do kher yéucau | hoa
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cuoi phong khoang | Hoan chat
cling (lanh) hoan toan dung
toan loai bo | nwéc

héa khee

) chét khoang

5 Lam Nhiét - - Vai

khd do : khdng
phong X0
11.4 Vé sinh va chong nhiem khuan bang may

Cho qua trinh lam sach bang may, st dung dung dich pH trung
tinh hoac dung dich kiém cé d6 Ph 1én dén 10.5 ma nha san
Xuét twong ung cho biét phii hgp v&i vé sinh b& mat nhém dlen
hoa. D& bao vé bé mat nhém khong bj hw, khéng them bét ki
dung d|ch trung hoa acid nao. Bwdc lam sach cudi cung chi
dung nuwdc khir khoang. Viéc st dung chét lam kho khac (chét
lam sach) 13 khéng cho phép. Cha y xem hwéng dan cla nha
san xuét may lam sach ty déng clia ban cting nhw nha san Xuét
céc san pham khac ma ban dung. Ngoa| ra, chi nén dung nhirng
may vé sinh chuyen vé sunh hép hép, cho phep dat an toan bén
trong ré khay va cung cAp vai xjt hoac tay dat & vij tri thich hop.

11.5 Loc bo cdn

Can hodc chét ban cling d&u con tim thay trong hép hép sau
chu trinh vé sinh binh thuung (nhu nhén dinh, day hién thj hoac
chi¥) c6 thé bj loai bd v&i chat vé sinh théng dung chuyen chové
sinh bé mat dién hoa. Sau buéc dic biét nay, ca hop hép va
nap phai dwoc riva va vé sinh lai nhu thuéng 1.

12 Bao dwong va stra chiva

Nha san xuét chi chiu trach nhiém cho an toan va @ tin cay caa
hop hap tigt trung neu viéc stra chira duoc tién hanh bdi nguoi
co uy quyen va néu hop hap duoc dung ding muc dich, tudn
tha hwéng dan st dung B4t ki bo phan nao nhiém khuén bj stra
chira phai kiém tra bang mét trwdc khi st dung lai. Lru y chi st
dung bo phan thay thé clia Gebriider Martin dé sira chiva. Viéc
st dung san phdm cla bén thir ba s& lam mét hiéu lyc bao
hanh.

CHUY

Hép hép chi dwoc phép siva chiva bai Gebriider Martin hosc béi
nguoi hodc cong ty dwec Gebriider Martin ty quyén thyc hién
cc')ng viéc da.

Néu viéc sira chira dwoc tién hanh bai nguo'l hodc céng ty
khong du'oc Gebriider Martin Gy quyén nguau st dung hop hap
can yeu cau nguoi stra chira cung cap gidy chirng nhan chi tiét
ban chat va pham vi cdng viéc stra chira da lam. Chirng nhan
nay can co tén va dja chi cia cong ty, dwec ghi ngay va ki.
Ngoai ra, hop hap da dwec sira chiva hoic bé phéan ctia né phai
dwoc danh dau véi nhan ID clia ngudi siva chiva trong tru'orng
hap d6 (Vi du nhw khi viéc sira chira khdng phai do nha san
xuét tién hanh)

121 Lich bao dwong

Tuy thudc vao diéu kién st dung, ching tdi khuyén nghj nguoi
s dung tién hanh nhung budc bao dwdng tuén theo EN 868-
8:2009 sau 500 chu ki s dung hodc m0| nam mét 1an.

Tuy nhién, viéc bao dwéng ciing bao goém klem tra hang ngay

Kiém trabang | Thay nap hop
mat xem c6 bj
he va bién

vNap hép Tinh xac thyc )

Kiém tra bang K

mét vong va | hoic thay thé

khoa voi nap
. | NOP

- Bématday | Tinh x4c thuc Klemtrabang
‘ o . ma} do bang

Xéc thire

| Thaythé

N&i dung hép hép chi dwgc xem la da tiét trung néu th hép
du'cc tiét trung ding céach, moi khéa dwoc gén va miéng dan
nép hop khéng bj hw hong.

CANH BAO

Nguy co bi phong!
Hop hép néng sau khi tiét trung. Lwu y mac trang phuc bao vé
phu hep

Dé tranh nguy co va hw hong, chéng hép hap khong duoc
vt qua 55 cm. Ludn dung thiét bj thich hop dé van chuyén va
ILPU trir hop hap. cha y chung khéng thé nghiéng hoac nga
xubng. Lwu y chat vao hop hap nhung dung cuy tai tiét tring
dwoc, vi vay can theo hwéng dan clia nha san xuét trong tirng
truong hop. Hoép hdp KHONG phiu hop véi thube tiét tring
hodc san pham sinh hoc.

<] Bo phén dw triv

" Thanh gi& cho nhan log  04-275-00.04

1 Kich thwéc

Kich thuéc hop hép tuan theo khuyén nghj ctia EN 868-8:2009.
Dé xem chi tiét kich thwoc , xin hay tham khao tap déc biét clia
Gebrider Martin

2 Hwéng din an toan

Dé xem thém phu kién ho tro' xin xem tap déc biét clia Gebriider
Martin

CHOY

Chi bd phan nguyén géc hodc dugc cho phép bdi Gebriider
Martin méi dwoc st dung!

4 Théng tin chung
Luén xem moi hwéng dan va qui tic vé sinh khi xt li dung cu bj
nhlem nhi*rng dung cu dugc tlet tring va chu trinh tlet trung.
Dé tranh nguy co tai nhiém, cén than doc huang dan s dung.
Moi bién thé khac véi nhitng mé ta & trén déu duo'c xem nhw
chuwa tiét trung va toan bo qua trinh tiét trung can dugc Iap lai.
Tudi tho hop hap va miéng dan dap (ng tiéu chudn chiu Au
EN 868-8:2009.

Chi nguoi duwge dao tao méi dwoc st dung hép hap

5 Vin kién lien quan va tiéu chuan

EN 285:2013, ISO 17665-1:2006, ISO 11607-1:2009 va I1SO
11607-2:2006, EN 868-8:2009, DIN 58952-3: 2012, DIN 58952-
2:2012, DIN 58953-9:2010 |

6 Théng tin nha san xuat theo EN 868-8:2009, 5

Chi tiét bé phan quan trong Phan 5 “ Cau tric va chiic
nang hép. hép’, trang 7 va
phan 2 “Téng quat san pham’,

trang 8




Instructions for Use
marSafe® — Sterilization container system

KLS maekin
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Description
Container cover

Paper filter

Filter holder
Button

Cover seal
Container box
Handle plate
Carrying handles
Coding label

10 Seal slot

11 Color field

12 Slot section for log label
13 Locking plate

o N O b WN -

©

1 Product Liability and Warranty

1 General Information

We thank you for having decided to buy a Gebriider Martin product. This product carries the CE
mark, which means that it satisfies the essential requirements laid down in the EC Directive
concerning medical devices.

We are the manufacturer of this product:

Gebriider Martin GmbH & Co. KG

A company of the KLS Martin Group

KLS Martin Platz 1 - D-78532 Tuttlingen « Germany

Postfach 60 + D-78501 Tuttlingen « Germany

Tel. +49 7461 706-0 « Fax +49 7461 706-193

info@klsmartin.com « www.klsmartin.com

1.2 Warranty

Our Standard Terms and Conditions of Sale effective at the time shall apply. Agreements
diverging from these Standard Terms and Conditions do not restrict the legal rights of the buyer.
Any warranty exceeding the above provisions shall require a contractual form and shall exclude
component-related vandalism and consumables.

Improper interventions or alterations performed by third parties during the period of limitation shall
void any and all warranty claims. Unauthorized actions performed on the product shall invalidate
any liability claims against Gebriider Martin.

2 Product Overview
The product is illustrated on the fold-out page (cover page) of these Instructions for Use. For a
description of the various features, see opposite page.

3 Intended Use

The marSafe® Sterilization Container is to be used for storing, sterilizing and transporting sterile
supplies and placing them ready for use under sterile conditions. All models and their components
fully meet the requirements of the relevant international and national standards, specifically

I1SO 11607-1:2009 and ISO 11607-2:2006, EN 868-8:2009 and DIN 58953-9:2010.

3.1 Sterilization

The containers are suitable for steam sterilization. It is essential, however, to use a validated
steam sterilization process (e.g. a sterilizer complying with EN 285:2009, validated in accordance
with ISO 17665-1:2006 requirements).

. Sterilization containers with perforated cover and closed container box are validated for
steam sterilization in a sterilizer in accordance with EN 285 by fractionated vacuum
processes.

. Sterilization containers with perforated cover and perforated container box are also suitable

for steam sterilization in a sterilizer in accordance with EN 285 by gravitation processes.
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Before usg, check device for functionality and proper condition.

Ensufe'that only qualified personnel with the required training or experience use the sterile
con-tainers.

Keep Instructions for Use accessible to personnel.

. Observe general guidelines concerning contaminated and sterilized goods as well as
goods to be sterilized.

5 Structure and Function of the Container

5.1 Paper filter

The microbial barrier of the marSafe® sterilization container consists of a paper filter (2) and the
corresponding filter holder (3). The paper filter is intended for single use only. Remove the filter
holder by pressing the button (4). Insert the paper filter. Press the filter holder in until you hear it
lock in place.

5.2 Cover Seal

An all-around silicone seal (5) is provided on the inside of the container cover to ensure the
microbially tight fit of the container cover on the container box (6). The seal is easily accessible for
cleaning. ?

53 Container/Cover Lock

Closing the container

Place the container cover (1) onto the container box (6). Lift up the locking plate (13) and place it
over the edge of the cover. Finally, push the locking plate of the toggle lever lock against the
container box. Place the container box on a solid surface to facilitate the closing process.

Opening the container

The container is opened by tilting the locking plate (13) of the toggle lever lock upwards. Then lift
up the locking plate and fold it outward. Finally, lift off the container cover (1). Seals should be
removed before opening the container cover.

5.4  Protective Cover

The optional protective cover (55-290-99-04) protects the microbe retention system from potential
external influences. The protective cover is fixed using two bolted retainers. The protective cover
can also be sterilized and does not have to be removed.

55  Seal Slot

The seal slot (10) of the handle plate (7) that can be fitted with two seal types protrudes from the
center of the locking plate (13) when the container is closed. The seals (item no. 55-996-84-04
and 55-996-85-04) are inserted using the lateral eyelets and then closed. The seals are inserted
into the slot from above and lock automatically.

5.6 Carrying Handles
The front sides of the container each feature a carrying handle (8). The carrying capacity of the
carrying handles complies with the requirements set out in EN 868-8:2009, Appendix C.

5.7  Coding Labels and Color Fields

A color field (11) is integrated into the locking plate (13) on both front sides of the container; on the
left it serves for attaching a coding label (9). Laser-lettered coding labels with customized
information concerning tray contents and destination are available from Gebriider Martin upon
request. The coding label is inserted on the left behind the color field of the locking plate. Color
fields are available in 6 different colors to allocate labels to specific medical fields.

The color fields can easily be inserted and removed by the user.

A color field must be inserted to ensure the correct sealing of the containers.

5.8 Log Cards or Labels

Both front sides of the container feature a slot section (12) with a retaining spring in the color
field (11) for accommodating and fixing universal log labels (e. g. item no. 55-291-11-04,
55-291-12-04, 55-291-13-04). A defective retaining spring can be replaced by the user.

6 Initial Commissioning

The container must be thoroughly cleaned before loading and the first sterilization cycle (see
section 11 “Disinfecting, Cleaning and Care”, page 8).

To assemble the container, follow the instructions in section 5 “Structure and Function of the
Container”, page 7.

Then carry out a functional check in accordance with section 7.1 “Functional Check Prior to
Loading the Container”, page 8.

For the validation of the packaging process, the intemnational DGSV (German Association for
Sterile Services) guideline “Validation of Packaging Processes according to DIN EN ISO 11607-2"
can be applied.
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7 Loading the Container
When loading the container, a clearance of about 1 cm must be maintained below the filter
holder (3) to ensure unhindered flow of the steam into the container box.

741 Functional Check Prior to Loading the Container

Prior to using the container, all container components must be visually inspected for potential
defects. Any damaged components found must be repaired or replaced by original parts. The
cover seal must be free from visible defects, or it must be replaced. Only cleaned container
assemblies may be used.

7.2 Loading the Container with Linen or other Textiles

When loading the container with textiles, be sure to pile the folded items (max. 6 kg) upright into
the container. Do not overfill! It should always be easily possible to slide the stretched hand into
the pile. In accordance with the German standard DIN 58953-9:2010, we also recommend
wrapping the items to be sterilized with a suitable, adequately sized cloth inside the container.
This ensures easy handling of the sterile supplies and contamination-free provision for use later.
Use of a gravitation process when loading the container with textiles must be approved by the
ranufacturer.

7.3 Loading the Container with Instruments

We recommend using trays for sterilizing instruments inside the container in accordance with
DIN 58952-2:2012 and DIN 58952-3:2012, fixing the instruments in place in the tray with storage
aids such as silicone strips.

According to DIN EN 868-8:2009 and DIN 58953-9:2010, as well as for ergonomic reasons, the
following maximum loads are recommended:

Due to their special design, container boxes allow the tray baskets to be taken out of the box
under sterile conditions after the container has been opened in the operating room, even if no
additional internal packaging is used.

8 Loading and Unloading the Sterilizer

The loading instructions provided by the manufacturer of the sterilizer must always be duly
observed. Heavy containers should always be placed at the bottom of the sterilizing chamber.
marSafe® containers can be stacked both during sterilization and storage and are also stackable
with the MicroStop® system. Always use the carrying handles and never the container cover for
lifting or carrying the container when loading or unloading it. The heaviest containers should
always be placed at the bottom of the sterilizing chamber.

The container must not be additionally packed or covered in the sterilizer. The perforation fields
in the container box or container cover must not be covered. Do not place film packaging or
silicone mats directly on the container.

9 Storing Sterile-Supply Containers

The containers must be stored so that they are protected against dust, moisture and damage. The
storage life depends on local storage conditions and cannot be specified universally. Therefore,
the Hygiene Board must determine the acceptable storage period. The responsibility for storage
conditions and periods always lies with the hospital management or the medical director. Sterile
containers must be kept separate from any goods that represent a potential danger.

Loss of the quality of seal on the sterile packaging is generally event-related and not time-related.

10 Placing the Sterile Supplies Ready for Use

Prior to opening the containers, verify that the seals are correctly in place and fully intact. Check in
particular whether the indicators show the correct color change. Before opening the container,
destroy and remove the seals according to the instructions. The seals 55-996-84-04 and
55-996-85-04 can easily be removed using the predetermined breaking point.

The seals 55-996-82-04 and 55-996-83-04 must be bent at the tab and turned clockwise and

then be removed in downward direction.

11 Disinfecting, Cleaning and Care

11.1  General Information

The parameters for cleaning and disinfecting the container are to be determined by the operator /
user, e. g. as part of the hygiene plan. The treatment agents must be selected to be compatible
with the container component materials and also effective hygienically and microbiologically. A
thorough final rinse, preferably with demineralized water, must ensure that no cleaning and care
agent residues are left on any of the components of the container.

Observe all national legal requirements, national and international standards and guidelines and

the in-house hygiene regulations for reprocessing.

° Observe all applicable national regulations in regard to reprocessing of the products in
case of patients suffering from Creutzfeldt-Jakob disease (CJD), suspected CJD or
possible variants of the disease.

. Note that successful reprocessing of this medical product can be guaranteed only after
prior validation of the reprocessing process. The responsibility for this lies with the
operator/reprocessor.

. Due to process tolerance, the data provided by the manufacturer serve only as reference
values for the evaluation of reprocessing processes carried out by the
operator/reprocessor.

. The container cover (1) and container box (6) must be separated for cleaning.

The following sections provide information on manual and mechanical cleaning and disinfecting
options, focusing on material compatibility and value conservation.

11.2  Materials Used
The container box (6), the handle plate (7), and the locking plate (13) are made of aluminum and
feature a protective anodized coating that makes the surface more abrasion-resistant, thus X
enhancing its resistance to wear. However, while anodized surfaces are resistant to pH-neutral
alkaline cleaners up to a pH of 10.5, they are susceptible to destruction by chemical attack,
particularly when alkaline agents with a pH of more than 10.5 and acidic neutralizers are used it #
machine-based processing. Therefore, the container box may be treated only with pH-neutral or;
alkaline agents up to a pH of 10.5 or with cleaning agents explicitly approved for cleaning
anodized aluminum surfaces. Be sure to observe the manufacturers' instructions relating to both +*
your automatic cleaning device and the cleaning agents used.

* iy
The color field (11) is made of a special high-performance plastic material suitable for sterilization.=
Both parts can be treated with any program suitable for cleaning aluminum products. Thermal
disinfection up to 95°C (203°F) is possible as well, posing no problem. 'y

Color fields must never be treated with ACETONE/PETROLEUM ETHER! In addition, be sure
to use cleaning agents only in concentrations that do not exceed the maximum specified by the
manufacturer (this applies to both manual and machine cleaning processes). Note that
ACETONE/PETROLEUM ETHER as well as excessive cleaner concentrations cause stress
cracking, thus destroying the material. For the same reason, no disinfectants containing
glucoprotamine should be used for disinfecting the marSafe® container cover because such
agents would corrode the silicone gasket, thus reducing its life or even destroying it completely.

11.3  Manual Cleaning and Disinfection
All accessible components can be cleaned with neutral, surfactant-based cleaning agents (mild
dishwashing liquids; neutral cleaning agents). For disinfection, aldehyde-free surface disinfectants
may be used. The final rinsing may only be carried out using demineralized water. Do not use
metal brushes or scouring agents for cleaning.

After this procedure, all parts should be checked for visible dirt. If there is any residual dirt, repeat
the process.

Recommendations for manual cleaning and disinfection:

Water quality | Ch
Drinking water | -

1 Cleaning Room

Remove gross
temperature contamination
(cold)
2 Drying Room tem- - - Lint-free cloth or
perature medical-grade
compressed air
3 Wiping Dis- | -- - Alcohol | Aldehyde-
infection 70% free surface
disinfectant
4 Final Rinsing | Room Fully de- Not Fully remove | Remove chemicals
temperature | mineralized required | all chemicals | using demineralized
(cold) water water
5 Drying Room tem- - -=; Lint-free cloth
perature
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11.4 Mechanical Cleaning and Disinfection

For machine-based cleaning processes, use only pH-neutral or alkaline cleaning agents up to a
pH of 10.5 which the respective manufacturer has expressly declared suitable for cleaning
anodized aluminum components. To protect the aluminum surfaces from damage, no acidic
neutralizers should be added. The final rinsing may be carried out using demineralized water only.
Be sure to observe also the instructions provided by the manufacturer of your automatic cleaning
machine as well as those provided by the manufacturer of the products used. Moreover, it is
essential to use only cleaning machines that are suitable for cleaning containers, allowing safe
placement inside the tray baskets and providing adequately arranged spray nozzles or ams.

For more information visit http://kls-martin.com/phnet/

11.5 Removing Residues

Stubborn residues or dirt on the container box that cannot be removed during the usual cleaning
process (such as adhesive labels, indicator strips, lettering) can be removed with commercial
cleaners for anodized surfaces. Following this special treatment, both the container boxes and
covers should be either rinsed for a second time or subjected to routine cleaning.

12 Maintenance and Repair

The manufacturer will assume responsibility for the safety and reliability of the Sterile Containers
only if repairs or modifications are carried out by authorized persons and if the containers are used
as intended and in accordance with the present Instructions for Use. Whenever parts affecting
microbial impermeability are repaired, a careful visual inspection must be carried out before
putting the container back in service. Only genuine Gebriider Martin spare parts may be used for
repair. Use of third-party spare parts shall void the warranty.

The container may be repaired only by Gebriider Martin or by a person or firm that has been
specially authorized by Gebriider Martin to carry out such work.

If the repair is carried out by a person or firm duly authorized by Gebrtider Martin, the operator
of the container is required to obtain from the repairer a certificate with details on the nature and
scope of the work done. This certificate must show the name and address of the firm and must
be dated and signed. Moreover, the repaired container or container parts must be marked with
the repairer’s ID label in such a case (i.e. whenever the repair has not been performed by the
manufacturer itself).

121 Maintenance Schedule

Depending on the conditions of use, we recommend users to perform the following maintenance
steps in compliance with EN 868-8:2009 after 500 usage cycles or once a year.

All maintenance is, however, limited to checks of daily routine.

Seal Integrity Visual inspection for damage Replacing the container cover

Visual inspection for damage and

Container cover | Integrity daformation

Replacing the container cover

Filter holder Integrity Visual inspection of contour and locking | Replacing the filter holder
Sealing surface | Integrity | ViSual inspection for planarity and Replacement

damage

15 Spare Parts

Filter holder 04-250-00-04

04-275-00-04

Retaining bracket for log labels

For further accessory equipment, please refer to the special brochure by Gebriider Martin.

Only genuine and approved Gebriider Martin parts may be used!

16 General Information

It is mandatory to observe all existing gencral guidelines and hygiene principles when handling
contaminated items, items to be sterilized and sterile supplies. To avoid potential recontamination
risks, carefully read and follow these Instructions for Use. Whenever deviations from the “to-be”
status described above are detected when opening a container, its contents must be considered
non-sterile and the entire sterilization process must be repeated. The life of the container and its
seals complies with the requirements set out in the European standard EN 868-8:2009.

Only trained personnel may use the containers.

17 Reference Literature and Standards
EN 285:2013, ISO 17665-1:20086, I1SO 11607-1:2009 and ISO 11607-2:2006, EN 868-8:2009,
DIN 58952-3:2012, DIN 58953-9:2010.

18 Manufacturer’s Information acc. to EN 868-8:2009, 5

Section 5 “Structure and Function of the Container”, page 7 and

Seeciicationjef majoncomponents section 2 “Product Overview”, page 7

Checks, maintenance and/or .
replacements Section 6, 12, 14 and 15
Container life (sterilization cycles)
Seal life

Cleaning procedures

Acc. EN 868-8:2009, 4.3
Acc. EN 868-8:2009, 4.3
Section 11 “Disinfecting, Cleaning and Care”, page 8

13 Dimensions
The container dimensions fully comply with EN 868-8:2009 recommendations.
For dimensional details, please refer to Gebriider Martin 's special brochure.

14 Safety Instructions
The contents of a Sterile Container can be considered sterile only if the container has been
sterilized correctly, all locks are intact and all container seals are undamaged.

Danger of burns!
The container is hot after sterilization. Ensure adequate protective clothing is worn!

To avoid risks and damage, container stacks should not exceed a height limit of 55 cm (which
corresponds to 2 STUs). Always use suitable facilities for transporting and storing the containers,
taking care that they cannot topple over or drop down. Be sure to load the containers only with
resterilizable items, thereby observing the product manufacturers’ instructions in each case.

The container is not suitable for sterilizing medicines or biological products.
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