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1  Trach nhiém phap li va bao hanh san pham
Thong tin chung
Ching tdi chan thanh cam on vi da Iwa chon mua sén phdm cda KLS Martin. San phdm nay c6 dau CE ,
¢4 nghfa né dap (¢ng du tiéu chuén clia Hoi ddng EC vé dung cu y té
Chlng téi 1a nha san xudt clia san phdm nay
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

Muc dich st dung

San pham chi dudc sir dung cho muc dich y t&€ cu thé bdi nhan vién da qua dao tao hodc dudc
cdp bdng. Nhan vién xU li hodc ngudi dung chiu trach nhiém lua chon dung cu ding cho muc
dich phau thut cling nhu viéc sif dung an toan. Didu ndy can cé dao tao, kién thiic va kinh
nghiém lién quan.

Bao hanh

CHU Y

Nguy co hu hai san pham do st dung khdng diing cach!

Trach nhiém vé sinh san phdm ding, chéng nhiém khudn va tiét tring do phau thuat
vién/ngudi st dung san phdm. Luu y xem qui dinh dia phuong/quéc gia, bao gdm nhitng
han ché& qui dinh cd thé cé.

Gebriider Martin, 1a nha san xuét san phdm, khéng chiu trach nhiém cho hu hai truc ti&p hodc
hé qua do s’ dung, van hanh, tiét trung, bao dudng khéng dlng cach. Viéc slra chita san
pham khéng dugc phép (do cbéng ty hodc cd nhan khdng dugc Gebriider Martin Gy quy&n) sé
lam mat hiéu Iuc bao hanh

Khdéng tuan theo nhitng hudng dan nay ciing nhu khdng st dung ddng cach san phadm clia
chdng t6i s€ v6 hiéu quyén cua ban khi bao hanh. Tudng tu, Gebriider Martin khéng chiu trach
nhiém cho nhitng hé qua lién quan trong trudng hop dé

Giam sat cua ngudi dung

Ngay sau khi nhan hang, san phdm can dudc kiém tra vé d6 hoan thién va hu hai cé thé c6 do
van chuyén. Can théng b&o hu hai khi phat hién ngay lap ture.

Trudce khi sir dung san phdm lan dau, cling nhu trudc mdi 1an s dung sau d6 va trudc khi tra vé
dé stlfa chita hay bao duBng, ching can dugc lam sach, bao dudng, chdng nhiém khuan va tiét
tring theo hudng dan van hanh san pham cla ching tdi cé trén internet tai
www.klsmartin.com/phnet/ va cling cé thé yéu cau tir KLS Martin

budng day néng )
Neu ban cé bat ki cau hdi nao vé van hanh san pham, hwéng s dung clia né, dirng ngan ngai lién
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hé bd phan quan Ii sdn pham cula chung toi

Tel: +49 7461 706-234

Fax: - +49 7461 706-190
e NE&u ban cd bat ki cdu hdi nao vé ki thuat, hay lién hé trung tdm dich vu Martin

Tel: " +49 7461 706-343

Fax: +49 7461 706-408

E-Mail:  service@klsmartin.com

e NEu ban cd cau hoi nao vé hgp dong bao
hanh hodc cac khoéa dao tao, xin lién hé quan
Ii dich vu ki thuat cta chiing toi

Tel: +49 7461 706-332
E-Mail: service@klsmartin.com

Mdi san phdm va bao géi clia chiing déu dudc danh ddu s8 lot (LOT). Vui ldng ludn ghi s6
nay cung véi ma san pham trong trudng hdp ban cé phan nan.
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2 Nhitng chi(i y vé san pham

A

Van hanh va chdm séc khéng ding ciing nhu sif dung sai muc dich cé thé gay bao mén
va nguy cd cho bénh nhén ciling nhv nguédi sit dung!

Luu y doc, hiéu va theo nhitng huéng dan dudi day
e Mbi ngudi diing can doc tai liéu ndy ki cang va chdp hanh dung.
e Cu thé, luu y dén nhitng chi y, canh bdo nguy hiém.

e Gilr tai liéu nay sao cho ngudi st dung cé thé tiép cén bét ki lGc nao.

Nhirng ki hiéu dung trong tai liéu

Xuyén su6t tai liéu nay, nhitng théng tin quan trong (nhu thong tin chung hoac canh bdo an
toan lién quan) dudc danh ddu véi nhitng ki hiéu va chir sau

ACANH BAO

Nguy hiém gay chan thuong nghiém trong hodc chét ngudi!

M6 ta trudng hgp ma néu khong tranh, s& dan dén chan thudng nghiém trong hodc chét ngudi

ALUUY

Nguy hiém gay chin thudng nhe!

M6 ta trudng hgp ma néu khong tréanh, sé dan dén chan thuong nhe hodc trung binh

CHUY

Nguy co hu hai vat liéu!

M6 ta trudng hgp ma néu khong tranh, s& dan dén hu hai vat liéu (mat thdi gian, dif liéu,
khong van hanh dudc thiét bi, dung cu,...)

Kiém tra an toan

NEu thiét bi khdong van hanh tin qéy, an toan, noé can dugc danh dau va rat khoi viéc sir dung.
Trong trudng hgp nhu thé can kiém tra ki thuat cho dung cu.
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3 Su dung

Trudc khi st dung lan dau

ACANH BAO

Nguy cd nhiém khuéan vi van hanh khéng tiét trung!

Cam nam khong tiét trung hodc tiét triing khdng ding cach cho dung cu cd thé dan dén
nhirng nguy hai sc khoe nghiém trong cho bénh nhan

Moi dung cu can dudc Iam sach va tiét tring trudc khi st dung Ian dau, cling nhu trude moi
Ian str dung sau. Xem phan 4 “Van hanh, vé sinh, chdm séc, chdng nhiém khuén va tiét
trung”, trang. 25.

Thém vao d6, ching t6i khuyén khich glii san phdm qua chu ki v& sinh va chéng nhiém
khudn 3 1an trudc khi st dung lan dau. Nhitng nghién ctu hién nay cho thdy budc x li ban
dau nhu vay hd trg cho viéc chdng hinh thanh 18p thu ddng ngay tir lGc dau.

4 Van hanh, vé sinh, chdm séc, chéng nhiém
khuan va tiét trung

giam sat va kiém tra trudc khi tai st dung

Trudc mdi Ian s dung, dung cu can dugc kiém tra ki cing cho cac hu hai nhu xay xat, nit
gdy, bién dang, cling nhu tinh 8n dinh cta chi’c ndng. Can dic biét ch y dén IuGi cdt, dinh,
khdp, khoa hdp, lay va cac bd phén chuyén ddng khac. Néu bi xdy xat, &n mon, bién dang, ro
hodc phat hién cac hu hai khac, dung cu can dugc rat khoi viéc sir dung.

Vi hgp kim clia chiing, dung cu thép khdng ri thudng hinh thanh 16p thu dong nhu mot I6p bao
vé. Tuy nhién, I&p bao vé nay khdng bao vé dudc ching khoi tdn cong hda hoc bdi ion chlorid
va cac dung dich manh khac!

Vi vdy, ngoai nhitng luu y clia nha san xudt vé lya chon vat liéu ddng va van hanh ki cang,
ngudi sif dung can ddc biét chil y s dung va chdm séc san phdm cén than

CHUY
Nguy cd hu hai san pham do sif dung khdng diing cach! .

Trach nhiém vé sinh san phdm dlng, chdng nhiém khuén va tiét tring do phau thuat
vién/ngudi st dung san phdm. Luu y xem qui dinh dia phuong/qudc gia, bao gdm nhiing han
ché& qui dinh c6 thé cé.
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Ching t6i khuyén nghi tham khao qui trinh tir 4.2-4.8 dé€ tai sir dung san phdm y té
dung lai dugc ctia ching toi.

Vé sinh bang may

Nhiftng c hit y chung
Ludn khuyén khich diing may (may rira-chdng nhiém khuén) cho vé sinh va chéng nhiém khuén
dung cu vi khdng nhu vé sinh bang tay, vé sinh b&ng may cé thé chun hda.

Ludn quan sat va ch&p hanh nhitng hudng din va qui dinh cla nha san xudt may rra, vé sinh
do6. Thém vao dd, chi sir dung nhitng dung dich vé sinh dugc nha san xudt may khuyén nghi.

e Nhiling dung cu cd khdp ludn dugc xur Ii & diéu kién md. Pam bao sdp x€p dung cu dé
nudc cé thé chay qua 8ng, nhitng 16 mu (khéng qua dugc) va than triing.

e Nhing dung cu phirc tap can dudc thao ra&i trude khi vé sinh.

e Cho dung cu véi nhitng lumen dai hay hep, qui trinh tiéu chun chi dugc st dung néu
chat chéng nhiém khudn néng co thé d& dang chay qua lumen va vé sinh an toan dugc
dam bao

e Khay dung cu cho vé sinh luén phai dugdc chdt ding dé dam bao vé sinh hiéu qua

e Dat dung cu dung céch trén khay. ®Dam bao tranh hién tugng bdng che khi lam sach

e Vi muc dich tién Igi, cdn nang khay khéng dugc vugt qué 8-10 kg.

e Khi thdo dung cu khoi may sau khi vé sinh, dam bao kiém tra tinh sach s& cta ching
(nhitng chét dd nhin thdy dugc). diéu nay dac biét dp dung cho dung cu &ng hodc nhing
dung cu c6 16 mui. Néu can thiét, 13p lai qui trinh vé sinh hodc vé sinh bang tay trudc theo
chi dinh trong phan 4.3 “Vé sinh béng tay”, trang 28.

e Budc lam sach cuGi cing dam bao khéng con cdn nao sét lai sau khi budc vé sinh
hoan tdt. bam bao dung nuéc khir khoang hoan toan cho budc lam sach cubi cung!
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Loai bo udt va khod

“Loai bo udt” va “Loai bo khd” la nhitng qui trinh vé sinh khac nhau.

e Loai bo kho:
Sau khi st dung trong phong phau thuat, dung cu dugc chuyén vé CSSD & trang thai
khé, khéng duing chét chdng nhiém khudn hodc ngdm chiing trong dung dich chét
chdng nhiém khuén.
DGi véi loai bd khd, dung cu khéng duge lam sach hodc dat trong dung dich saline
Néu budc lam sach trudc la can thiét sau khi sr dung, dung cu can dugc lam sach va
rira sach hoan toan.
Chiing t6i khuyén khich st dung phuong phap loai bd khé cho vé sinh bdng may.

e. Loai bod udt:
Ngay l4p tirc sau khi st dung, dung cu dudc dit vao dung dich vé sinh va chéng nhiém
khudn khéng c8 dinh
Xin xem huéng din ctia nha san xuét dung dich chéng nhiém khuén ban diing

Chat 1am sach va chat chéng nhiém khuin & dai nhiét do

e Luuy dung chat 1am sach va chat chéng nhiém khudn dugc cdng nhan qudc t& cho cic
trudng hap.

e Lubn giam sat liéu lugng, thdi gian ti€p xuic va nhiét do.

e Dam bao khong cé can nao con sét lai sau khi vé sinh

e Dung nudc khtr khoang cho budc vé sinh cudi cung.

Dung cu thép khong gi Dung cu nhém
Vé sinh/Ch&ng nhiém acid / neutral / alkaline neutral / mildly alkaline
khudn

C6/ khong cé thém tensides Cé/ khong co thém tensides

Nhiét d6 cho phép trong

g g ; o o : o o
chéng nhidm khuan héa max. 60 °C / 140 °F max. 60 °C / 140 °F
hoc '

Nhiét do cho phép trong o o
phudng phap nhiét max. 93 °C / 199 °F max. 93 °C / 199 °F
Lam khd at max. 125 °C / 257 °F

CHUY

Khuyén khich st dung dung dich xtt li pH trung tinh!

dung dich kiém va/hodc dung dich axid cé thé gy bién déi mau - thudng la mau ndu xam
-'trén I6p phu kim loai (vd TiNi) b& mat du sau 1 thdi gian rdt ngan. Theo nhitng nghién
clru hién nay, diéu nay khdng anh hudng dén chlc nang cla dung cu. Tuy nhién, st dung
dung dich Ph trung tinh la Iua chon tét nhat khi x(r Ii b& mat dung cu
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CHU Y

Cong nghé chira tan céng bé mat chloride!

Nudc chlra chloride vugt qua 120 mg/l cé thé t&n cdng bé mat dung cu cua ban trong qua
trinh vé sinh. Néu ban dung nudc chila chloride it hon 120 mg/I, ban cling cdn cdn nhdc anh
hudng liéu lugng trong lic lam kho.

CHUY

Pam bao lam khé dang tin cay!

Lam khd hiéu qua Ia budc rét quan trong dé tiét tring thanh cong.

Vé sinh bang tay

Dung cu can dugc chdng nhiém khudn va vé sinh ngay sau khi stf dung, theo hudng dan
trong phan “Vé sinh va tiét tring dung cu phau thuét”, xem phan 1.4, “gidm sat cla ngudi
dung”, trang 23. BDam bao ngan ngtra can déng kho trén dung cu vi n6 sé& lam cho viéc vé
sinh va chéng nhiém khudn khé khan hon.

Can luu y nhitng diéu sau khi vé sinh bang tay:
e Dung dich chuén bi cho vé sinh béng tay ludn phai tudn theo hudng dan ctia nha san xuat

e DUng ban chai thich hgp dé vé sinh lumen, 6ng, 16 mi va géc, dam bao moi phan clia
bé mat trong déu dudc ti€p cén

o Dung ban chai mém va dung dich trung tinh ho#c dung dich kiém dé loai bd mau va nhiing
chat can khac

e Khodng bao gid dung ban chai kim loai hodc miéng xa kim loai dé vé sinh.

o DE& dam bao cho chifc n&ng dung cu, can kiém tra dé moi bd ph&n chuyén dong
déu dudgc vé sinh

e V& sinh dung cu c6 khdp khi md va cling nhu khi déng.
e Thdo rdi dung cu néu co thé.

s Chly d3c biét d&n ranh, 13y, khdp va khéa hop, lumen hep, 16 mi va nhitng phan khéc kho
ti€p can ,

e Khay hodc ré phl hgp (vd khay tiét tring hodc r8 luéi) can dugc st dung dé luu trf dung
cu phau thuét thich hgp trong qua trinh vé sinh.
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X If bang séng siéu 4m
V& sinh bang séng siéu am hiéu qua yéu cau cd khay tiét tring pht hgp hodc ré Iugi trong
diéu kién md. Vi viéc chi sif dung nudc dm thoi sé khéng mang lai két qua mong muén, dung
dich vé sinh phl hgp phai cdn dudc thém vao. Pam bao quan sat va tuan theo hudng dan cua
nha san xudt vé liéu lugng cling nhu nhiét d6. Vi chit ban du clia dung dich vé sinh cd thé
gay tac dung ngudgc dén két qua vé sinh, dung dich phai dugc thay th& déu dan theo hudng
dan clia nha san xuét. Tuong tu, thdi gian va pham vi x{ li b&ng séng siéu &m can dudc gidam
sat ki cang. Nhu thudng 1€, sau khi vé sinh bdng séng siéu &m thi cdn phai c6 chu ki lam
sach. Dam bao kiém tra dung cu & nhitng ndi cé thé xem c6 bd phan nao bj 16ng ra sau khi xr
li bdng sbéng siéu dm. DE tranh vét nudc (chdm chdm), phai ding nudc khtr khodng cho budc
vé sinh cudi cling
Chong nhiém khuan héa hoc
e SU dung dung dich cho chéng nhiém khudn hoéa hoc phai tudn theo hudng dan clia nha san
xuat.
Khéng bao gi¥ duing chit chéng nhiém khuan hypochlorite cé chlfa chlorine chl ddng( vd
chlorine Dung dich (sodium hypochlorite) hodc nudc Javel) hodc chat chdng nhiém khudn
ch(ra iodine.

o Phai s dung nudc cit dé€ pha lodng chat chdng nhiém khudn hoéa hoc. Khéng dudc thém
chét tdy rlra khac. Trong titng trudng hop phai luu y dén thdi gian tiép xdc va lidu lugng
theo hudng dan clia nha san xuat

¢ Dung dich chéng nhiém khu&n phai dudc chudn bi md&i mdi ngay. Viéc str dung lau/nhiéu [&n
c6 thé dan dén nhitng van dé sau

— Liéu lugng tang do béc hai (hguy cd an mon)
— Chat cdn du (nguy cd an mon céng hiéu qua kém)

e Sau budc ch6ng nhiém khuén, can 1am sach dung cu dudi voi nudc chay hiéu qua. Dé
trédnh hinh thanh dém nudc, khuyén nghi sir dung nudc khir khodng hoan toan

o Ngay sau khi hoan thanh chu ki vé sinh va'lam sach, dung cu phdu thuét phai dugc 1am
kho ki cang
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Ki€m tra sau khi vé sinh

e Sau khi vé sinh, dung cu phai dudc vé sinh bé mat, vd khéng con cdn hay chét ban nhin
thay .

e Dung cu co6 gi hoac dém phai ngung st dung va x{ li dac biét.
e Moi bd phan chuyén ddng, mi lam viéc va Iudi kéo phai dugc ki€m tra can than

e NE&u phat hién c6 hu hai hodc hoat dong khong t6t phai ngung st dung ngay lap tuc

Cham soéc dung cu

“Cham so6c” nghia la x(r li dung cu véi dau dung cu hodc sifa (dung dich dau trong nudc trédng).
Dung cu cé khdp hodc khoéa hop (kéo, nhip, kep,...) hoac véi bé mat trugt kim loai (cat sudn,
gam xuadng, ,)can dudgc cham séc véi dung dich tiét trung hoi nudc nhd vao dau parafin. Dau
paraffin phai tuong thich véi tiéu chuén st dung lic d6 theo German Pharmacopoeia
(“Deutsches Arzneibuch”, phién ban 10" (DAB 10)”, “European Pharmacopoeia (Ph. Eur.)” or .
“United States Pharmacopeia (USP)".

Dung dich cham séc ngén nglra co xat kim loai véi kim loai, dam bao dung cu clia ban chuyén
déng dé dang. San pham khac laser c6 thé bj tdc dung ngugc néu s dung dung dich vé sinh
cd ban cé chira phosphoric hodc hydrofluoric acid vi ddu khac s& bi md di va ma chifc ndng sé
bi giam hodc mat

Nhu thudng 1€, dung cu phdu thuat phai dugc chim séc thudng xuyén trudc moi [an kiém tra
chifc ndng. Clung luc dd, quan trong can ngan ngura “su dinh” clia khdép do tac déng don, dac
biét & dung cu dudc st dung lién tuc
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Tiét trung
‘Trudc khi tiét trang

e Trudc khi tiét tring, dung cu phai dugc dong géi phl hgp, vd sir dung hép hap dap Ung
tiéu chuén EN 868-8

e Phudng phap déng goi phai pht hgp véi nhifng tiéu chuan lién quan.
e Kiém tra dung cu vé dd sach va tinh ddng nhat.

e V& sinh va chdng nhiém khudn dung cu véi nudc cat, 1am khd cin thadn xem phan 4.2
dén 4.5.

Tiét trung hoi nudc

ACANH BAO

Nguy hiém lay nhiém do cam nim khdng tiét trang!

Dung cu tiét triing khdng ding hodc cAm ndm khong tiét tring c6 thé gdy anh hudng siic
khoe nghiém trong cho bénh nhan

Tiét triing dudc tién hanh theo qui trinh tiét triing b&ng hai nudc dat chuén, vd may

tiét tring dat chudn EN 285:2009, ANSI / AAMI ST 79 va ISO 17665-1:2006

Luu y can trdnh hai nudc khdi cac phan ti ban. Biéu ndy gidp chéng dn mon dung cu va hu
hai b& mat do cn. Haoi nudc dling cho tiét tring phai dat chudn EN 285:2009. Can chl y tuan
theo hudng dan s dung clia nha san xudt may tiét triing hai nudc. Dung cu c6 khoa hodc 1ay
phai dugc tiét triing md hodc bd 1y gén & nic dau

Nhifng chuong trinh sau cé thé st dung
e Qui trinh tiét tring hai nudc dugc chitng nhan, 134 °C (273 °F) / 2 bar”
e Qui trinh tiét trung hdi nudc dugc chiing nhan, “121 °C (250 °F) / 1 bar”

Thoi gian tiét tring va luu gitt tly thudc vao qui dinh tirng quéc gia cho nén khéng thé néu chi
ti&t. Ngudi van hanh chiu trdch nhiém dat dugc két qua mong mudn khi ti€n hanh qua trinh x&
Ii va tiét tring, bao gdm dung cu va vat liéu st dung cling nhu nhan vién dugc tuyén vao khoa
CSSD. biéu nay can kiém tra, gidm sat thudng ngay qui trinh sr dung.
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Cu thé, cdn quan st nhitng ngudn sau vé vé sinh, ch8m séc dung cu, chdng nhiém khuan va
tiét tring:

o ISO 17664: “Théng tin tiét tring dung cu y t&€ dugc cung cdp bdi nha san xuét dé tai tiét
tring dung cu y té&”

e EN 285: “Tiét trung- may tiét trung hagi nudc- May tiét trung 16n”

o ISO 17665-1: Tiét tring san phdm cham séc san phdm - Nhiét &m - Diéu kién dé phat
trién, chitng nhan va kiém tra thudng xuyén dung cu y té&

e EN 556-1: Tiét tring dung cu y t€ - yéu cau dé dung cu y t& dugc tiét triing ding -
Phan 1: Diéu kién dé tiét tring dung cu y té&

e Khuyé&n nghi clia hiép hdi chuén bi dung cu (Arbeitskreis Instrumenten-
Aufbereitung / AKI), http://www.a-k-i.org, “Bao dudng dung cu phu hgp”

e Khuyén nghi clia Hiép hoi Dlc cho vé sinh bénh vién (Deutsche Gesellschaft fiir
Krankenhaushygiene / DGKH), http://www.dgkh.de, “Yéu cau vé sinh cho tai sir dung
dung cu y t&”

e Khuyén nghi clia H6i ddng vé sinh bénh vién va chéng nhiém khudn tai Robert Koch
Institute (RKI) va hiép hdi lién bang dung cu y té va thudc (BfArM), http://www.rki.de,
“Yéu cau vé sinh cho tai sir dung dung cu y t&”

Thong tin lién quan dén nhifng bién phap tiét trung thay thé

Tiét trung hai nudc la phuong phap an toan va dang tin cdy trén toan thé& gidi va la phuong
phdp uu tién d@é tiét triing trong diéu kién nhay cam véi nhiét dé va dd dm. Vi vay, thudng
khuyén nghi st dung tiét trung hoi nudc ding qui trinh tiét tring hoi nudc dat chudn ( xem
phan EN 554). Cling vi vay ma khéng can thiét phai sif dung phuang phap tiét tring khac -
vd tiét trung plasma nhiét do thdp LTP hodc formaldehyde hodc ethylene oxide - cho tiét
trung dung cu tiét tring bang hai nudc. Vi tiét tring plasma luén Ia dé tai tranh ludn clia cac
chuyén gia vé tinh hiéu qua ctia né ddi vdi géc va lumina, Gebriider Martin khéng ti€n hanh
chilfng nhan qua trinh tiét trung s’ dung may tiét trung gas/plasma cho dung cu tiét tring hdi
nudc. Tuy nhién, ngudi van hanh qui trinh tiét tring dugc Iva chon qui trinh tiét trung thay
thé& cho dung cu y t& cu thé.
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5 Luu trif va van chuyén

e Luu trlf dung cu & ndi sach sé&, thoang mat va kho rao.

e Bao vé chling khdi hu hai cd hoc.

e DuUng hdp hdp/ddng gbi phl hop dé luu trif va van chuyén an toan.

e Cadm na3m can thadn nhe nhang; khdng bao gid ném hodc l1am rét nhitng san phdm nay.

e DUng ddng goi tiét trung dudc chiing nhén (vd dap (ng EN 868 / ISO) cho luu trir va
van chuyén tiét trung

e Khi tra lai sdn phdm, dam bao lam sach va chéng nhiém khudn moi bd phan va dung déng
goi tiét trung

6 Han ché van hanh, loai bo

Viéc slf dung thudng xuyén cé anh hudng nhoé dén tudi tho dung cu phau thuét, thudng l1a
lién quan dén @n mon hodc hu hai va cham. Xin hdy loai bd dung cu theo yéu cau cla dia
phudng, hodc tai ch€ hgp li, khi chiing da hét vong ddi st dung

Phai luu y tuan theo qui dinh qudc gia vé san pham thai!
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7 Théng tin thém vé van hanh marCore®

Dung cu MIS
Nhitng théng tin thém nay chi danh cho dung cu marCore® MIS véi ma san pham tir 24-
599-00-04 dén 24-599-99-04.

Nhirng thong tin trong nhifng phéan téi cla tai liéu nay cling ap dung cho dung cu
marCore® MIS .Chiing dugc cung cdp nhu sau.

Téng quat san pham

Hinh 7-1:  Téng quét sén phdm

® )

Hinh 7-2: Dung cu- vi du

1 Dau lam viéc 4 Nat
2 Thén 5 KEét ndi vé sinh Luer-Lock
3 Tay cam )

Tay cam (3) va nut (4) dudc lam tur titanium va dugc ddnh ma mau. V& sinh nhe nhang
nhitng phan nay can dung dung dich pH trung tinh hodc dung dich kiém nhe. Tay cdm (2) va
dau lam viéc (1) clia nhitng dung cu nay dugc lam tir thép khong gi véi 18p kim loai bao vé
lam t3ng tudi tho dung cu dang k& mién la ching dudc st dung ddng muc dich.

K&t nGi vé sinh (5) clia dung cu cling lam tir thép khéng gi.
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Hong Kéo
‘Xanh bién  Kep mang kim

Xanh 1& Nhip

Trung tinh  Dung cu
day nut

Hinh 7-3: M& mau

Bd sung cho nhirng phan trudc

B8 sung cho s dung phéan 3

D3u 1am viéc ctia dung cu bao gdm khdp can dugc vé sinh ki cang sau mdi Ian d6i dung
cu gitfa cdc nhan vién phau thuat khac nhau dung dung dich saline (Ringer’s dung dich).

Sauk hi st dung, dung cu cdn dudgc dat lai vao & trang thai md, vao khay dung cho muc dich

'o.

nay, va chuyen vé CSSD d > tai xUr I|
Hinh. 7-4: Dung cu trong khay Iuéi

4 Khép & dau lam viéc
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Bd sung phian 4 Xt li, vé sinh, chdm séc, chéng nhiém khuan va tiét tring

Dung cu cé thé xtr If b&ng may cling nhu cdc dung cu khéc mién 1a chiing dudc ¢8 dinh vao
chd an, vd trong khay ludi ddc biét hodc don vi di déng MIS, va sif dung hé théng ru‘a/x0|
cling phu hgp cho xt Ii dung cu MIS

B3 sung phan 4.2 Vé sinh bang may, Phan 4.2.1 Nhitng cha y chung

e Khay dung cu dung dé€ vé sinh phai dudc chit ding dé c6 két qua mong mudn
( xem hinh 7-1).

e Kep mang kim phai dé & vi tri trung 1ap dé 13y dudc md

e Dung dich vé sinh va ch8ng nhiém khu&n phai tuang thich véi vat liéu dung cu va cung
c8p hiéu qua vé sinh vi mé. Lam sach ki cang d& dam bao khéng con du dung dich vé
sinh trén bé mat dung cu

e Dung cu phai dudc sr dung vdi khay Iudi dac biét hodc phuong phap ¢é dinh phu hgp.
Néu can thiét, dung dan vi di dong (d6 mang trugt vao) cung cdp céng nghé rira dac biét
vdi két ndi vé sinh Luer-lock (Hinh 7.5) d& dam bao vé sinh tin ciy va rlfa bén trong dung
cu

Hinh 7-5: K&t néi vé sinh

L
5 Keét nGi vé sinh Luer-lock cho két nGi vdi hé théng rira clia mot don vi di ddng MIS

Dung cu lam tir nhirng vat liéu khac nhau

Phu kim loai (vd TiNi) b& mat va moi phan titanium (xem hinh 7.6) cé thé bj tadc dung ngugc
du trong thdi gian rdt ngan st dung dung dich kiém va/hodc dung dich trung hoda acid .Diéu
nay cling gdy bién déi mau nhe, xdm hodc niu clia bé mat dugc ma hodc phai mau tay cdm
dugc md@ mau va nat .Theo nhitng nghién cttu hién nay, diéu nay khdng anh hudng dén chirc
néng clia dung cu. Tuy nhién, st dung dung dich pH trung tinh la lva chon t&t nhat dé xur Ii bé
mat dung cu cla ban nhe nhang
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CAHi dugc dung dung dich trung tinh hodc kiém nhe cho tay cam titanium

,o' Tay cam titanium
@ Than ma titanium nitride

Hinh 7-6: Titanium va ma titanium nitride

B6 sung phén 4.3 Vé sinh bang tay

Trong phan nay, xin chl y nhitng ndi dung sau:

e Moi dung cu phai dudc dat trén khay dung cu cho phép vé sinh ki cang, vd khay tiét trang/
khay lUGi

e Moi dung cu phai dugc rlra vdi voi vé sinh qua két nGi vé sinh manh (Luer-lock,
Xem hinh 7.5) va dudc lam khé bang khi nén y té

e Khdp & dau lam viéc phai dudc rira nhiéu lan dudi voi vé sinh qua két ndi vé sinh manh
(Luer-lock, Xem hinh 7.5) va dudc lam khd bang khi nén y té

BG sung phéan 4.4 X li bing séng siéu &m

Dé trdnh hu hai, dung cu can dugc dat cd dinh dung dung cu gilf ddc biét (xem hinh

7.4)

B8 sung phan 4.6 Kiém tra sau khi vé sinh

D& tranh hu hai khi van chuyén, dit dung cu lai vao trong khay Iudi manh sau khi kiém tra
va c6 dinh chiing dung dung cu c6 dinh phu hgp
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Bd sung phan 4.7 Chdm séc dung cu

Sauk hi vé sinh, moi dung cu phai dugc thoa dau & trang thai md, & ca khdp ctia dau lam
viéc(4), va khdp tay cam (6), thoa déu vao phia trudc va bén cla nhitng diém dudi day. DS
v6i dung dich cham sé6c phu hgp, xem phéan 4.7 “Cham séc dung cu”, trang 30.

L]

Hinh 7-7: Dung cu trong khay Iudi

4 Khép & dau lam viéc 6 Khdp tay cam
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1 Product Liability and Warranty
1.1 General Information

We thank you for having decided to buy a KLS 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 Intended Use

The instruments may only be used for their intended purpose in the specified medical fields,
with use being restricted to adequately trained and qualified personnel. The treating physician
or user is responsible for selecting the right instrument(s) for the surgical task / application at
hand as well as for their safe handling. This includes ensuring an adequate level of training,
knowledge and experience.

1.3 Warranty

- NOTICE

Risk of damage to the instruments due to improper use!

The responsibility for proper instrument cleaning, disinfection und sterilization rests with the
operator / product user. Be sure to observe your national / local regulations, including
potential restrictions. '

Gebrider Martin, as the manufacturer of the products, accepts no liability for direct or
consequential damage caused by improper use, handling, processing, sterilization or
maintenance. Unauthorized instrument repair (by firms or persons not specifically authorized
by Gebrider Martin to perform such work) shall void the warranty given!

Non-observance of these notices, as well as improper handling or use of products supplied by
us, will void your rights under the warranty. Consequently, Gebriider Martin shall not be liable
for any resulting damage in such cases.
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1.4 User’s Inspection

Immediately upon receipt, the goods must be checked for completeness and potential damage
in transit. Notice of any such damage must be given immediately.

Before using the instruments for the first time, as well as before each subsequent use and
before returning them for repair or servicing, they must be cleaned, disinfected and sterilized
in accordance with our instrument processing instructions, which are available on the Internet
at www.klsmartin.com/phnet/ but can also be obtained from KLS Martin on request.

1.5 Hotline

e Should you have any questions on how to handle the unit / product or question on its
clinical application, please do not hesitate to contact the Product Management:
Tel: +49 7461 706-234
Fax: +49 7461 706-190

e Should you have any technical questions, please do not hesitate to turn to our
Martin Service Center:

Tel: +49 7461 706-343
Fax: +49 7461 706-408
E-Mail: service@klsmartin.com

e Should you have any questions concerning maintenance contracts or training courses,
please contact our Technical Service Manager:

Tel: +49 7461 706-332
E-Mail: service@klsmartin.com

NOTICE

Each product and its packaging are marked with a specific lot number (LOT). Please always
indicate this number together with the item number in case of complaint.
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2 Notices concerning this Document

A

Improper handling and care as well as non-intended use can lead to premature
wear and / or pose a risk to patients and users!

Be sure to read, understand and follow the instructions given below!

e Every user is required to read this document completely and follow them carefully.
e In particular, be sure to heed all cautions, warnings and danger notices.

e Keep this document accessible to users at all times.

2.1 Symbols Used in this Document

Throughout this document, important information (such as general or safety-related notices) is
marked with the following symbols and signal words:

AWARNING

Danger of death or serious injury!

Indicates a situation which, if not avoided, could result in death or serious injury!

A CAUTION

Danger of minor injury!

Indicates a situation which, if not avoided, could result in minor or moderate injury!

NOTICE

Risk of material damage!

Indicates a siltuation which, if not avoided, could lead to material damage (loss of time, data
loss, device / machine failure, etc.)!

2.2 Safety Checks

If the device is not functionally reliable and / or safe to operate, it must be marked as such
and withdrawn from service. A technical check is mandatory in any such case.
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3 Use

3.1 Prior to First Use

AWARNING

Danger of infection due to non-sterile handling!

Improper sterilization and non-sterile handling of the instruments can lead to serious health
hazards for patients.

All instruments must be cleaned and sterilized before using them or the first time, as well as
prior to each subsequent use. See section 4 “Processing, Cleaning, Care, Disinfection and
Sterilization”, page 25.

In addition, we recommend sending the products through the cleaning and disinfecting cycle
three times prior to first use. Current studies have shown that such pre-treatment supports
the natural formation of a passivation layer right from the start.

4 Processing, Cleaning, Care, Disinfection and
Sterilization
4.1 Inspection & Testing Prior to Reuse

Before each use, the instruments must be thoroughly inspected for damage such as fractures,
cracks or deformation, as well as for functional reliability. Special attention must be paid to
cutting edges, tips, joints, box locks, ratchets and all movable parts. If wear, corrosion,
deformation, porosity or other damage is detected, the instrument must be immediately
withdrawn from service.

Due to their alloy, stainless steel instruments typically develop a passive film in the form of a
protective layer. However, this film does not protect them well against chemical attack by chlo-
ride ions and aggressive media and liquids!

Therefore, in addition to the instrument manufacturer’s endeavors to select the right materials
and process them carefully, the user must make an important contribution by ensuring proper
instrument processing along with adequate and regular care.

NOTICE

Risk of damage to the instruments due to improper use!

The responsibility for proper instrument cleaning, disinfection und sterilization rests with the
operator / product user. Be sure to observe your national / local regulations, including
potential restrictions.
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We recommend using the procedures specified in sections 4.2 to 4.8 for reprocessing our
reusable surgical instruments.

4.2 Machine Cleaning

4.2.1 General Notices

It is always preferable to use machines (washer-disinfectors) for instrument cleaning and
disinfection because, unlike manual procedures, machine processes can be easily standardized.

Be sure to observe and follow the operating and loading instructions provided by the machine
manufacturer. In addition, only the cleaning agents recommended by the manufacturer should
be used for the application at hand.

e Jointed instruments should always be processed in open condition. Be sure to arrange the
items so that the water can easily flow out of cannulations, blind (non-through) holes and
hollow bodies.

e Complex instruments must be totally taken apart before cleaning.

e For instruments with long or narrow lumens, standard procedures should be used only if
the hot disinfectant can easily flow through the lumens and safe rinsing is guaranteed.

e The instrument trays used for cleaning must always be loaded correctly to ensure proper
cleaning.

e Store the instruments correctly in the tray. Be sure to prevent “rinsing shadows”!
e For ergonomic reasons, a total tray weight of 8 - 10kg should not be exceeded.

e When removing the instruments from the machine after cleaning, be sure to check them
for cleanness (visible dirt). This especially applies to cannulated instruments or those with
blind holes. If necessary, repeat the cleaning cycle or pre-clean manually as specified in
section 4.3 “"Manual Cleaning”, page 28.

e The final rinse must guarantee that any residues left after the cleaning stage are
completely removed. Be sure to use only fully demineralized water for the final rinse!
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4.2.2 Wet and Dry Disposal

“Wet disposal” and “dry disposal” are basically different cleaning procedures.

e Dry disposal:
Following use in the OR, the instruments are deposited for return to the CSSD in dry
condition, without applying a disinfectant or immersing them in a disinfecting solution.
So for dry disposal, the instruments are not to be cleaned with or placed in a physiological
saline solution.
If pre-cleaning is necessary after use, the instruments must be rinsed or wiped clean
immediately. '
We recommend using the “dry disposal” method for machine cleaning.

e Wet disposal:
Immediately after use, the instruments are to be placed into a non-fixating cleaning and
disinfecting solution.
Please observe the instructions provided by the manufacturer of your disinfectant.

4.2.3 Detergents and Disinfectants & Temperature Ranges

e Be sure to use commercially available detergents and disinfectants that have been
approved for use in each case.

e Always observe the recommended concentrations, exposure times and temperatures.

e Make sure that no residues are left on the instruments after cleaning.

e Use demineralized water for the final rinse.

Stainless Steel Instruments Aluminum Instruments
Cleaning/disinfection acid / neutral / alkaline neutral / mildly alkaline
with / without the addition of with / without the addition of
tensides tensides
Allowable temperature for 6 5 o o
chemical disinfection max. 60 °C / 140 °F max. 60 °C / 140 °F
Allowable temperature for A 5 5 o)
i e max. 93 °C / 199 °F max. 93 °C / 199 °F
Drying at max. 125 °C/ 257 °F

NOTICE

Use of neutral-pH treating agents recommended!

Alkaline detergents and/or acid neutralizers are capable of causing discoloration - ‘usually
grayish brown - on metal-coated (e. g. TiNi) surfaces even after a short time. According to
the current state of research, this does not compromise the proper functioning of the
instruments. Nonetheless, using neutral-pH agents is the best option to ensure gentle
treatment of your instrument surfaces.
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NOTICE

Media containing chlorides attack surfaces!

Water with a chloride content exceeding 120 mg/l can attack the surfaces of your instruments
during cleaning. If you use water with a chloride content of less than 120 mg/I, you still need
to take the concentration effect during drying into account as well.

NOTICE

Ensure reliable drying!

Reliable drying is an essential factor for successful sterilization!

4.3 Manual Cleaning

Instruments should be disinfected and cleaned immediately after use, following the
instructions given under “Cleaning and Sterilization of Surgical Instruments”, see section 1.4,
“User’s Inspection”, page 23. Be sure to prevent residues from drying on the instruments as
this would make proper cleaning and disinfection more difficult than necessary.

The following should be observed in manual cleaning processes:

e The solutions used for manual cleaning must always be prepared in accordance with the
manufacturer's instructions.

e Use a suitable brush for cleaning lumens, cannulations, blind holes and cavities, making
sure that every part of the inner surface can be properly accessed.

e« Use a soft brush and a neutral or mildly alkaline detergent for removing blood and other
residues.

e Never use metal brushes or metal sponges for manual cleaning.

e To ensure proper instrument functioning, verify that all movable parts have been
thoroughly cleaned. '

e Clean jointed instruments in closed as well as open condition.
e Take instruments fully apart where applicable.

e Pay special attention to slots, ratchets, joints and box locks, narrow lumens, blind holes
and other areas that are hard to access.

e Suitable trays or baskets (e. g. sterilization trays or wire baskets) must be used for storing
surgical instruments properly during the cleaning process.
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4.4 Ultrasonic Treatment

Effective ultrasonic cleaning requires placing the surgical instruments into suitable sterilization
trays or wire baskets in an open condition. As the use of plain warm water alone cannot
produce satisfactory results, it is necessary to add a suitable cleaning agent. Be sure to
observe and follow the manufacturer’s instructions with regard to concentration as well as
temperature. Since an excessive dirt content of the cleaning solution has an adverse effect on
the cleaning results, the solution must be replaced at regular intervals in accordance with the
manufacturer’s instructions. In the same manner, prescribed immersion or ultrasonic
treatment times must be strictly observed. As a rule, ultrasonic cleaning must always be
followed by a rinsing cycle. Be sure to check the instruments (where applicable) for loosened
components after the ultrasonic bath. To prevent water spots (“spotting”), fully demineralized:
or distilled water should be used for the final rinse.

4.5 Chemical Disinfection

e The solutions employed for chemical disinfection must always be used in accordance with
the manufacturer's instructions.
Never use hypochlorite-based disinfectants containing active chlorine (e. g. chlorine
bleaching agent (sodium hypochlorite) or Javel water) or disinfectants containing iodine.

e Pure water must be used for preparing the dilutions specified for the chemical
disinfectants. The addition of detergents is not permitted. The manufacturer's instructions
regarding exposure times and concentration must be duly observed in each case.

e Disinfecting solutions must be prepared afresh every day. Extended / multiple use can
easily lead to the following problems:

— Increased concentration due to evaporation (corrosion risk)
— Excessive dirt load (corrosion risk plus lower effectiveness)

e Following disinfection, it is important to rinse all items sufficiently under clear running
water. To prevent the formation of water spots, the use of fully demineralized water is
highly recommended.

e Immediately after completion of the cleaning and rinsing cycles, surgical instruments must
be sufficiently dried.
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4.6 Inspection after Cleaning

e Following cleaning, the instruments must be macroscopically clean, i.e. free from visible
dirt or deposits.

e Instruments with stains or spots must be withdrawn from service at once and given special
treatment.

o. All movable parts, working tips and (scissor) blades should be inspected with particular
care.

e If damage or malfunction is detected, the instrument must also be withdrawn from service
immediately.

4.7 Instrument Care

“Care” means treating the instruments with instrument oil or milk (white oil-in-water
emulsion). Instruments with joints or box locks (scissors, forceps, clamps, etc.) or with metal
sliding surfaces (rib shears, punches, etc.) must be treated with steam-sterilizable care agents
based on paraffin oil. The paraffin oil must comply with the pharmacopoeia in force at the time
and must be physiologically safe as specified in the German Pharmacopoeia (“Deutsches
Arzneibuch”, 10'" edition (DAB 10)”, “European Pharmacopoeia (Ph. Eur.)” or “United States
Pharmacopeia (USP)".

Care agents prevent metal-on-metal friction, thus ensuring the easy movement of your
instruments. Laser-marked products can be adversely affected when using basic cleaning
agents containing phosphoric or hydrofluoric acid because the marking may fade away and the
coding function get impaired or lost as a result.

As a rule, surgical instruments must be subjected to regular care, which means each time
before a functional test is carried out. At the same time, it is important to prevent “gumming”
of the joints due to an accumulative effect, especially in instruments that are continuously in
use.
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4.8 Sterilization
4.8.1 Prior to Sterilization

e Prior to sterilization, the instruments must be adequately packaged, e. g. using containers
that meet EN 868-8 requirements.

e The packaging method used must comply with the relevant standards.
e Check the instruments for cleanness and integrity.

e Clean and disinfect the instruments and rinse them with distilled water, then dry them
carefully, see sections 4.2 to 4.5. :

4.8.2 Steam Sterilization

AWARNING

Danger of infection due to non-sterile handling!

Improper sterilization and non-sterile handling of the instruments can lead to serious health
hazards for patients.

Sterilization must be carried out according to a validated steam sterilization process, for
example in a sterilizer satisfying EN 285:2009, ANSI / AAMI ST 79 requirements and
validated in accordance with ISO 17665-1:2006 requirements.

It is essential to keep the steam free from any foreign bodies such as rust particles and other
impurities. This helps to prevent instrument corrosion or surface damage caused by deposits.
The steam used for sterilization must comply with EN 285:2009 The user instructions provided
by the steam sterilizer manufacturer must be duly observed. Instruments incorporating locks
or ratchets must be sterilized in an open condition or with the ratchet set to the first notch.

The following program variants can be used:
e Validated steam sterilization process, “134 °C (273 °F) / 2 bar” program
e Validated steam sterilization process, 121 °C (250 °F) / 1 bar” program

The sterilization and holding times are subject to national provisions and regulations and
therefore cannot be defined in general. It is the operator’s responsibility to ensure that the
desired results will be achieved with the implemented processing and sterilization procedure,
including the equipment and materials used and the staff employed in the processing and
sterilization department (CSSD). This requires validation and routine monitoring of the process
used.
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In specific, the following sources should be observed for cleaning, instrument care, disinfection
and sterilization:

e ISO 17664: “Sterilization of medical devices/Information to be provided by the
manufacturer for the processing of resterilizable medical devices”

e EN 285: “Sterilization - Steam sterilizers - Large sterilizers”

e ISO 17665-1: Sterilization of health care products - Moist heat - Requirements for the
development, validation and routine control of a sterilization process for medical devices

e EN 556-1: Sterilization of medical devices - Requirements for medical devices to be
designated “STERILE” - Part 1: Requirements for terminally sterilized medical devices

e Recommendation of the Instrument Preparation Working Group (Arbeitskreis
Instrumenten-Aufbereitung / AKI), http://www.a-k-i.org, “Proper Maintenance of
Instruments”

e Recommendation of the German Society for Hospital Hygiene (Deutsche Gesellschaft fir
Krankenhaushygiene / DGKH), http://www.dgkh.de, “*Hygiene Requirements for
Reprocessing Medical Devices”

e Recommendation of the Commission for Hospital Hygiene and Infection Prevention at the
Robert Koch Institute (RKI) and the Federal Institute for Drugs and Medical Devices
(BfArM), http://www.rki.de, “Hygiene Requirements for Reprocessing Medical Devices”

4.8.3 Information Concerning Alternative Sterilization Methods

Steam sterilization has established itself as a very safe and reliable sterilization method all
over the world and therefore is considered the method of choice for goods to be sterilized that
are insensitive to temperature and humidity. To this end, reference is usually made to steam
sterilization using a validated steam sterilization process (see also EN 554). Consequently,
there is no necessity to use other sterilization methods - e. g. low-temperature plasma (LTP)
sterilization or formaldehyde or ethylene oxide - for sterilizing steam-sterilizable medical
devices. Since plasma sterilization is the subject of controversial discussion among experts
with regard to its effectiveness in cavities and lumina, Gebrider Martin does not perform
validation of sterilization processes using gas/plasma sterilizers for steam-sterilizable medical
devices. However, sterilization plant operators are free to validate their own alternative
sterilization procedures for the medical devices to be sterilized.
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5 Storage and Transportation

e Store the instruments in a clean, cool and dry place.

e Protect them against mechanical damage.

e Use adequate containers / packaging for safe storage and transportation.

e Handle with utmost care; never throw these products or allow them to fall down.

e Use approved sterilization packaging (complying with EN 868 / ISO 11607 requirements,
for example) for sterilization and subsequent transportation and storage.

¢ When returning products, be sure to clean and disinfect all items and use sterile
packaging.

6 Processing Restrictions, Disposal

Frequent reprocessing has only a minor influence on the service life of surgical instruments,
which is mainly a function of use-related wear and tear or damage. Please dispose of your
instruments in accordance with relevant local regulations, or have them properly recycled,
once they have reached the end of their life cycle.

The national regulations for waste disposal must be complied with!

V. 3.0
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7 Supplementary Instructions on Processing marCore®
MIS Instruments

These additional instructions are intended only for marCore® MIS instruments with item
numbers ranging from 24-599-00-04 to 24-599-99-04.

The instructions provided in the foregoing sections of this document remain fully valid for
marCore® MIS instruments as well. They are merely supplemented as follows.

7.1 Product Overview

Fig. 7-1: Product overview

@ @

Fig. 7-2: Instrument - example
1 Working end 4 Nut
2 Shank 5 Cleaning connector Luer-Lock
3 Handle

The handle (3) and the nut (4) are made of titanium and have been color-coded. Gentle
cleaning of these parts requires the use of neutral-pH or mildly alkaline detergents. The

shank (2) and the working ends (1) of these instruments are stainless steel with a protective
metal coating that increases the service life of the instruments a great deal as long as they are
used as intended. The cleaning connector (5) of the instruments is also stainless steel.
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Pink Scissors

Blue Needle holders

Green  Forceps

Neutral Knot pusher

Fig. 7-3: Color coding

7.2 Supplements to the Previous Sections

Supplement to Section 3 Use

The working ends of the instruments including the joint should be cleaned intraoperatively
after each instrument exchange between the operating personnel and the surgeon using a
physiological saline solution (Ringer’s solution).

Following use, the instruments should be placed back, in open condition, into the storage tray
intended for this purpose, and returned to the CSSD for reprocessing.

Fig. 7-4: Instruments in the mesh tray

4 Joint at the working end
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Supplement to Section 4 Processing, Cleaning, Care, Disinfection and Sterilization

The instruments can be machine-processed in the same way as other instruments provided
they are fixed in place securely, e. g. in special mesh trays or MIS mobile units, and the
washing/flushing system used is adequate for processing MIS instruments.

Supplement to Section 4.2 Machine Cleaning, Section 4.2.1 General Notices

o' The instrument trays used for cleaning must be loaded so that the desired cleaning result
will not be compromised (see e.g. Fig. 7-1).

e The needle holders must be set to neutral position so that the ratchet is open.

e The cleaning and disinfecting agents used must be compatible with the instrument
materials and provide the required hygienic and microbiological effectiveness. A thorough
rinse must ensure that no cleaning or care agent residues are left on the instrument
surfaces.

e Special mesh trays or suitable fixation means must be used for the instruments. If
necessary, use a mobile unit (slide-in load carrier) providing special flushing technology
with Luer-lock cleaning connectors (siehe Fig. 7-5) to ensure reliable cleaning and internal
flushing of the instruments.

Fig. 7-5: Cleaning connector

5 Luer-lock cleaning connector for connection to the flushing system of a MIS mobile unit

Instruments made of different materials

Metal-coated (e. g. TiNi) surfaces and all titanium parts (see Fig. 7-6) can be adversely
affected even after a short time when using alkaline cleaning agents and / or acid neutralizers.
This usually takes the form of a slight, grayish or brownish discoloration of the coated surfaces
or fading of the color-coded handles and nuts. Judging from the current state of research, this
does not in any way compromise the proper functioning of the instruments. Nonetheless, using
neutral-pH agents is the best option to ensure gentle treatment of your instrument surfaces.
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Only neutral or mildly alkaline cleaning agents suitable for the titanium handles are permitted
for use.

e Titanium handles

Shank with titanium nitride coating

Fig. 7-6: Titanium and titanium nitride coating

Supplement to Section 4.3 Manual Cleaning
In this context, please note the following:

o All instruments must be stored on instrument trays allowing adequate cleaning, e. g.
sterilization trays / mesh trays.

o All instruments must be flushed with a cleaning gun via the dedicated (Luer-lock,
see Fig. 7-5) cleaning connector and must subsequently be dried with medical compressed
air.

e The joints at the distal end (working end) must also be flushed several times with a
cleaning gun via the dedicated (Luer-lock, see Fig. 7-5) cleaning connector. They too must
then be dried with medical compressed air.

Supplement to Section 4.4 Ultrasonic Treatment

To avoid damage, the instruments must be fixed in place using special holding devices

(see Fig. 7-4).

Supplement to Section 4.6 Inspection After Cleaning

To prevent transport damage, put the instruments back into the dedicated mesh trays after
inspection and secure them using suitable fixation devices.
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Supplement to Section 4.7 Instrument Care

Following cleaning, all instruments must be oiled in open condition, both at the joints of the
working ends (4), and at the handle joints (6), applying oil from the front and from the side at
the points shown below. For care agent suitability, see section 4.7 “Instrument Care”, page 30.

Fig. 7-7: Instruments in the mesh tray

4 Joint at the working end 6 Handle joint
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