Hwo’ng dan st dun

- Dung cu phau thuét tai str dung

GEOMED® Medizin-Technik GmbH & Co. KG i Phone: +49 — 7461 -93 550

Ludwigstaler Strasse 27

Fax: +49 —7461 -93 55 93

D-78532 Tuttlingen / Germany E-mail: info@geomed.de

A

Cht y: Xin hay xem hwéng dan str dung

St dung dung cu méi lan dau

Xin hay kiém tra san pham ¢6 bj hw héng do qua trinh van chuy&n hay khéng.Moi dung cu cAn dwoc lam sach, chéng nhiém khuén va

tiat trung trwde khi ste dung
Pham vi str dung

San pham chi dwgc st dung b&i nhan vién da qua dao tao hodc co kinh nghiém. Bac st c0 trach nhiém chon dung cu thich hop dé st

dung cu thé, nhw dao tao, md phéng, hodc phau thuéat

Kiém tra
Dung cu can duoc kiém tra dé

pham & lwdi, miii, khda, chét an toan va moi bo phan chuyén déng khac xem co nirt, gy hay ton hai khac khong. Loai bé san phém bj

hw ngay 12p tic.
Stra chira

Quyén bao hanh sé bj vé hiéu néu san phadm duoc sira chiva bdi cong ty hodc nhan vién khong duoc cap phép béi GEOMED Medizin-

Technik
Loal bé

dam bdo ching & dang thir tw st dung moi 1&n dung dén. D& si¥ dung dang tin cay, can kiém tra san

Néu san phdm khéng thé stra chiva, chiing can dugc gli toi by phan tiéu hiy clia bénh vién

Vat liéu

Vat ligu duoc st dung la thep khéng ri theo DIN/EN/ISO 7153-1, titanium nguyén c hat hodc hop kim titanium theo DIN/ISO 5832-2.

Xin tham khdo khuyén nghi str

Hwéng dén tai stir dung

dung san pham cla té chirc hd tror http://www.a- -k-i.org

Hudng dan sl dung nay duwgc trinh bay theo yéu cau clia EN 1SO 17664/ ANSI AAMI ST 81 tiéf
trung dung cu y t&- thong tin dwgc cung cap b&i nha san xuét gé tai st dung dungcuy té.

Dung cu dwoc cung cap khong tiét tring va can duoc lam sach va néu can thiét thi chéng nhiém
khuan va tiét trang truac khi st dung

Dung cu chi dwgc chuan bj bdi nhan vién co kién thirc chuyén mén can thiét va dwoc dao tao, val
co thé danh gia nguy co va anh huong lién quan

Nhirng khia canh khac cAn duoc can nhéc cho tirng dung cu cu thé; dé& biét thém chi tiét xin xem
phan “Théng tin dac biét”

Nguyén li chuan bj tong quat

Moi dung cu can dwoc lam sach, chong nhiém khuan va tiét trung tréc méi lan st dung; dieu nay|
cﬂng &p dung cho lan dau tién st dung sau khi dwgc véan chuyén d@én, vi moi dung cu dwoc cung
cap khong tigt trung (1am sach va chéng nhiém khuan sau khi t hao roi bao van chuyén bdo ve,-, tiet
tring sau khi mé& dong goi. Lam sach va chdng nhi&m khuan hidu qua 1a bréc khéng thé thiéu chd
tiét trung hiéu qua.
Khi st dung dung cuy, trach nhtem cla ban la dung nhung phu'o'ng phap lam sach, chéng nhigm
khuan va tigt trung duwoc phép str dung cho dung cu va san pham do. Va thiét bj s dung (thlet bi
chéng nhlem khuan, tiét tring ) thudng xuyén dwoc bao dwdng va kidm tra, va co tiéu chuan phis
hop cho méi chu ki.

Xin hay xem thém nhi¥ng qui dinh phap li & nwoc cia ban cﬁng nhw qui djnh vé sinh clia khoa hay
bénh vién. Diéu nay ap dung cho nhitng yéu c4u khac nhau clia chuan bi dung cy hidu qua.
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Hwéng dan stv dung e it e

Dung cu phau thuat tai str dung

Lam sach va chéng nhiém
khun
Nhirng nguyén li co ban

Mot qua trinh ty dong (chong nhiém khuan) nén dugc sl dung bat ci khi nao thich hop cho vé sinh va chong
nhim khuan dung cu. Vi qua trinh bang tay c6 hiéu qué kém hon ca vé vé sinh va tai s dung nén chi dugc
lam bang tay khi qua trinh tw dong khéng thé thye hién.

Budc x li tredc can dugc tién hanh & ca hai trwong hop

Bwéc xie li trwéc

Nhi&m Kkhuan thd can duoc loai bd truc tiep khoi san pham sau khi st dung (trong vong téi da 2 giv).

Vi muc dich nay, ding véi nwéc chay hodc dung dich chéng nhidm khudn; dung dich chdng nhiém khuan khong
[dwec chira andehid (néu khdng can mau sé bj dong lai), dwec chirng té c6 hiéu qua (vd DGHM hogc FDA hodc
ld4u CE), thich hop cho chéng nhiém khuan dung cuy, va twong thich véi dung cu (xem phan “Twong thich vat
lieu”)

ID6i v&i loai bd cin bing tay, diing ban chai mém hodc miéng vai sach mém, chi dwoc siv dung cho muc dich
nay, khéng bao gi¢ dwgc ding ban chai kim loai hodc soi thép

Luwu y réng chét chéng nhiém khun diing cho budre xt i trréc dwoc dung Gé bao vé nhan vién, va khong thay
thé duoc nhizng budc chéng nhidm khuan phia sau, nhitng budc chi dwgc tign hanh khi lam sach hoan tat
Néu dung cu cé thé tach roi, thi tach rdi chiing trude khi chudn bj

V& sinh va chéng *
nhiém khuin bing
tay

Khi lya chon st dung dung dich vé sinh hay chat chéng nhiém khuén, can dam béo
s Chtng phi hgp cho vé sinh va chéng nhiém khuan dung cy
e  Dung dich vé sinh- néu cé thé- phii hop véi vé sinh bang séng siéu am (khong bot)
e Sirdung chét chéng nhidm khuén dwoc chieng nhan higu qua (vd VAH/DGHM hodc FDA ho3c déu
CE), va twong thich véi dung dich vé sinh dwec st dung
o Nhirng héa chat dwoc st dung twong thich véi dung cu (Xem phén “Twong thich vat ligu”)
Chi két hop dung dich vé sinh va chét chéng nhiém khudn trong treong hop budc loai bé can tredc khong
higu qua (khong c¢é cén nao dwoc tim théy) clia dung cy
Luu y dén qui dinh mirc 69 va thei gian phan @ng clia dung dich vé sinh va chét chéng nhiém khuan theo nha
san xuat nhirng sén ph&m d6. Chi dung dung dich chudn bi méi, nwéc tiét trung hodc nwéc cod nong do vi
khudn thép (t6i da 10 germs/ml) hodc nwdc véi nong do endotoxin thap ( tdi da 0.25 don vj endotoxin/ml) (vd
nwéc cat (PW)/ nwdc cat cyc tinh khiét (HPW). D& 1am khé, diing vai sach, khong xo, chi dwgc diing cho muc
dich nay hodc khi loc khéng dau
‘Lam sach
Dt dung cu trong bdn vé sinh trong thai gian phan ting pht hop d& dung cy dwoc phii ( néu can
thiét, hd tro bang séng siéu am hodc chai bang chai mem). Khj lam vay, d@m bao dung cu khéng
cham vao cai khac
e Thao dung cy khdi bén vé sinh va lam sach ki cang it nhat 1 pht dung nwéc chay néu cé thé
s Kidm tra dung cu (Xem phan "Kiém tra" va “B&o du&ng”)
Chéng nhi&m khuan
e Dt dung cy da duoc vé sinh va kigm tra trong bon chéng nhiém khudn trong thei gian phan tng phu
hop dé& dung cu dwoc phl hoan toan. Khi lam vay, ddm bao dung cy khéng cham vao nhau
o Thao dung cu khoi bén chéng nhiém khuén va lam sach ki cang it nhat 1 phdt ding nuéc chdy néu
c6 the .
e Lamkhova déng g6i dung cu ngay 13p tirc sau khi hoan thanh théo r&i néu cé thé( Xem phan “Béng
g6i”, néu can thiet sau bwdc lam khd & noi sach sé)
Bing ching cla nhirng tiéu chuan lam sach va chng nhiém khuan co ban cho dung cu dugc cung cép boi
kiém tra trong phong thi nghiém dat chuan diing dung dich vé sinh Bodedex va chat chéng nhiém khuan
Korsolex plus (Bode Chemie GmbH & Co., Hamburg) Diéu nay duwgc tién hanh dung qui trinh dvoc md t3 &
trén. .

\Vé sinh va chéng nhiém

Khi Iwa chon st dung dung dich vé sinh hay chat chdng nhiém khuan , can dam bao

khun ty dong e Buoc chirng nhan hiéu qua (vd VAH/DGHM hodc FDA hodc diu CE theo DIN EN ISO15883)

s Néu co thé thi diing qua trinh chdng nhigm khuan bang nhiét (gia tri AO > 3000 ho#c trong trwdng hop)
don vj ¢l hon, téi thidu 10 phit & 93 do C)( Trong trweng hep chat chéng nhim khuan héa hoc co
nguy co gay ra cén tro trén dung cu)

«  Chuwong trinh st dung c&n phu hgp cho dung cy va cé chu ki Iam sach hiéu qua

Ténfile Sanxudtbdi  Ngay phat hanh  Ngay chinh sira Trang
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Huwéng dan st dung NEOLZ I TeciiY

Dung cu phau thuét tai st dung

e Chidung dung dich chudn bj méi, nwéc tiét tring hodc nwéc o ndng dd vi khuan thap (toi
da 10 germs/ml) hoc nwéc véi ndng do endotoxin thap ( ti da 0.25 don vi endotoxin/ml)
(vd nwac cat (PW)/ nwéc cat cuc tinh khiét (HPW).
N Nhfmg hoa chat duoc stv dung twong thich véi dung cu (Xem phan “Tuong thich vat
liéw)

Ly y dén qui dinh mirc d6 va thoi gian phan (*ng clia dung dich vé sinh va chat chéng nhiém

khun theo nha san xuét nhirng s&n pham d6. Qui trinh nhw sau:

1. Dét dung cu trong CDU. Khi lam vay, dadm bao dung cu khéng cham vao nhau

2. Khoi dong chwong trinh

3. Khi chwong trinh hoan tat, thdo dung cy khdi may chéng nhigm khuan

4. Lam kho va dong géi dung cu ngay lap tirc sau khi hoan thanh thao roi néu co thé( Xem
phan “Dong goi”, néu can thiét sau bwdc lam khé & noi sach sg)

Bang chung clia nhitng tiéu chuén lam sach va chong nhiém khuén co ban cho dung cu duwgc cung
cap b&i kiém tra trong phong thi nghiém dat chuan diing may chéng nhiém khuan G 7836 CD
(chéng nhigm khuén bang nhiét, Miele &Cie. GmbH & Co., Gutersioh) va dung d;ch vé sinh
Neodisher mediclean (Dr. Weigert GmbH & Co.,KG, Hamburg Diéu nay dwgc tién hanh ding qui
trinh dwgc mo ta & trén.

Kiém tra

Sau khi 1am sach hodc lam sachl chdng nhiém khuan, kiém tra moi dung cu xem ¢6 &n man, niit, gdy, hw hai
bé mat, tach ro, van veo, chuyén déng véan hanh va nhlém ban, loai bé dung cu bj hw hai ngay 1ap tkc. Dung
cu con bj ban can dwoc 1am sach va chong nhi&m khuén lai lan niva

Nhirng phan nhv lvdi, dinh, khoa, tay cam, chét an toan va mgi bd phan chuyen dong can dugc kiém tra ki
cang. Bj nit, bao mon, vdn veo, cham chdm va moi hw hai dung cu khac can dwoc loai bd ngay lap tirc

Xin tiét trung dung cy trwdce khi trd nd vé dé sva chira

Bao dwéng

LAp rap lai dung cy nao da duoc thao réi

Dau thoa dung cu chi dwoc ding theo chi dinh (Xem phan “Thong tin dac biét”). Khi can thoa dau, lvu y 1a ch
st dung dau cho dung cu (dau tréng) dugc khuyén khich cho tiét tring dung cu bing hoi nwér, cén can nhég
nhiét do tiét trung toi da ap dung, va da dwoc chirng minh twong thich sinh hoc. Chang toi khuyén khich sty
dung s&n pham GEOMED INSTRUoil clia chdng toi vi myc dich nay

Chi thoa dau nhirng b phan chuyén donig; dung cy khong duec phi toan bo dau va , cu thé 1a bo phan nhya|
khéng nén duoc thoa dau

bong goi

Chang t6i khuyen khich déng goi dung cu trong bao tiét trung ding 1 lan (dong g6i don hogc doi)

va/hodc hop hap tiét triing; phai dap (rng nhitng yéu cu sau

o  Twong thich véi tiéu chudn DIN EN ISO 11607 (trwéc d6: DIN EN 868-1) va DIN EN 868-
2ff

o Phu hop véi tiét trung hoi nwéc (chju nhiét dén it nhat 141 o C, hoi nwéc thdm phit hgp

o Cung cép s bdo vé phii hop chéng hw hai co khi cho dung cy va bao dong géi tiét trung

e Cén duoc bdo dudng thuong xuyén theo huéng dan nha sn xuét (hp hép tiét triung)

Tiét tring

Nhirng phwong phdp tiét tring dwéi day cAn dwec 4p dung cho qua trinh tiét tring; nhirng phwong phap
tiét tring khac khong dwoc str dung
Tiét tring hoi nuwéc
e  Phwong phap hut tach hoac thay thé trong lyc (v&i lam khd san phdm phi hop)
e May tiét tring hoi nwéc theo DIN EN 13060 hodc DIN EN 285
e  Tinh hiéu qua theo DIN EN ISO 17665 (trwac do: DIN EN 554/ ANSI AAMI 1SO 11134)( hiéu qua

Tén file
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Hwéng dan st dung ke e

Dung cu phau thuat tai st dung

s 1Q/0OQ (thda hiép) va chi dinh san pham cy thé (PQ))
e  Nhiét do tiét trung téi da 138 do C (280 @ F; va strc chiu ding theo DIN EN ISO 17665(trwdc a6 DIN
EN 554/ ANSI AAMI ISO 11134)
o Thoigian tiét trung (thai gian phoi & nhiét d6 tiét tring) it nhat 20 phat (& 121 d C (250 d F)) hodc
5 phat & 132 @ C (270 6o F)/134d6 C
Viéc st dung phuong phap thay thé trong lwe khac kém hiéu qua hon chi duoc phép khi phurong phéap
hat khéng kha dung
Béing chirng cha nhitng tiéu chuan lam sach va chéng nhiém khuan co’ ban cho dung cu dwoc cung cap
béi kiém tra trong phong thi nghiém dat chuan diing may tiét trung hoi nwéc EuroSelectomat (MMM
Munchener Medizin Mechanik GmbH, Planegg) clng v&i phwong phap hit tach , va ciing dung may tiét
triing tir H+P Labortechnik GmbH, Oberschleibheim cung véi phuong phap thay thé trong lwc, thém vao
d6 may tiét tring hoi nwéc Systec V-150 (Systec GmbH Labor-Systemtechnik, Wettenberg ) va cling
dugc s dung cho ca hai phuong phap. Khi lam vay, nhirng diéu kign cy thé trong phong bénh va phong
phau thuat bac sT ciing nhw qua trinh mé ta & trén déu dwgc can nhac.
Phwong phap tiét tring nhanh vé co ban la khdng dwec phép
Ngoai ra, tiét trung khi néng, tiét tring phong xa, tiét tring formandehyde ho#c ethylene oxide va tigt
triing plasma khéng duoc st dung

Lwu triv

Dung cuy tiét trung can dwoc lru tri trong bao tiét trung, kho va tranh khaéi byi, trong td kin

Twong thich vat liéu

Khi lwa chon dung dich vé sinh hodc chat chéng nhigm khuan, c&n bao d3m ching khéng chiva nhivng thanh
phan sau

e  Acids (< pH 5)/oxidising acids

e  Alkalis (> pH 10)

e  Organic solvents

° Benzine, phenol or ammoania

e Halogens, halogenated hydrocarbons, sodium chloride (in higher concentration),

e  Oxidants / peroxides / hypochlorite

Khong dung cu ndo duoc dé& & nhiét @6 cao hon 141 do C (286 do F)!
Moi trach nhiém phap i bi vé hiéu néu khéng tuan theo nhitng chd y nay

Thoéng tin dic biét

Nhirng khia canh sau cin dwec can nhéac khi st dung nhitng san phdm/ nhitng nhém san pham sau:
o San pham cé khop (vd kep, nhip, kéo, kep mang kim, dung cu banh bung, w...)
o M vadong dung cy nhiéu I4n trong budc xi Ii trrde ciing nhur trong vé sinh va chéng
nhiém khuan
o M@ va déng dung cy nhiéu lan trong budc xi i trudc va @at trong méy chéng nhiém khuan
& vi tri ntra m& khi tién hanh vé sinh va chéng nhiém khuén ty dong
o Néu chn, thoa dau khép (khong thoa bé mit khac clia san phdm) ding cang it dAu cang tét
o Dung cu co kénh/ang (vd ng hdt, éng hut nao,..)
o Lam sach ki cang it nhét 5 1n trong qua trinh lam sach va chéng nhiém khuan béng tay va
& mdi bwdc lam sach dung syringe ding 1 1an (thé tich tdi thidu 5-50 ml tly thudc vao kich
c& cia lumen)
o Gén tryc tiép vao db dan lam sach ciia két ndi lam sach ciia CDU dung khop néi phi hop
néu can thiét trong qua trinh lam sach va chéng nhiém khuan ty dong
o  Khong dwoc tiép tuc st dyng san pham néu
e Dung cu cd rang (vd cwa, nao xwong,...)
o  Bam bao can dwgc loai bd hoan toan khoi rang

Thong tin thém

Thong tin thém vé& chuan bj san pham y t&

o Internet : http://iwww.rki.de

e Internet http://www.a-k-i.org

e Yéu chu vé sinh trong qua trinh chudn bj dung cu y t&. Nhitng khuyén nghj clia hdi ddng
bao dam vé sinh cho bénh vién va phong chdng nhiém khuan tai Robert Koch Institute
(RKI)) va higp hdi lién bang cho dung cu y té va thudc (BfArM) vé “Yéu ciu vé sinh trong

qua trinh chuan bj dung cu y t&"

Tén file
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Hwéng dan st dung

Dung cu phau thuét tai st dung

CIOIMI

MEDIZIN-TECHNIK

NGUY HIEM! Nguy hiém dén tinh mang!

hay

Néu dung cu nay dwoc st dung trén bénh nhan bj méc bénh Creutzfeldt-Jakob
(CJD) hodc nghi nhiém vCJD, sdn phdm khong duoc tai sir dung va can phai tiéu

Tinh tai sir dyung

Chi cAn cham soc ki cang @& san pham khéng bj hu héng hay nhiém khuan thi qua trinh chuén bj sé it c6 tac dong dén san pham. Thoi

han vong doi san pham phu thudc vao 4n mon va qua trinh str dung san pham

Bao hanh

La nha san xuét va phan phéi san phdm, GEOMED Medizin-Technik GmbH & Co. KG khéng chiju trach nhiém phap Ii cho huw hai tryc

tiép va nhitrng hé qua do s dung van hanh, tiét trung, bdo dwdng khéng ding cach

HERSTELLER und SERVICE Adresse:

GEOMED Medizin-Technik GmbH & Co. KG
Ludwigstalerstrasse 27
D-78532 Tuttlingen / Germany

Tel: #49 (0)7461 - 9355-0
Fax: #49 (0)7461 —9355-93
- Mail: info@geomed.de

DAu CE theo chi thj 93/42/EEC

C€

DAu CE theo chi thj 93/42/EEC

C_€o197
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T6i, Truong Thi Huyén, CMND sb
142646737, cAp ngay 22 thang 4 nam 2009
tai Cong an Hai Duong, cam doan dé dich
chinh xac ndi dung cta gidy td/ vin ban
nay tir tiéng Anh sang tiéng Viét.

Ngay 04 thang 08 nam 2017
Nguwdi dich

~
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Trwong Thi Huyén

Tai Uy ban nhén dén quin Ha Déng,

Toi, P& Pac Phuong 14 Truéng phong Tu phap quin Ha
Dong,

Ching thuc:

Ba Truong Thi Huyén, 12 nguoi da ky vao ban dich nay.

S8 chimg thuc: 757 | Quyén sé: 01  SCT/CKND
Ngay 04 thang 08 nam 2017

TRUGONG PHONG TU PHAP QUAN HA PONG
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CEOMI

Instructions for use - MEDIZIN . TECHN K
Reusable surgical instruments

GEOMED® Medizin-Technik GmbH & Co. KG Phone: +49 — 7461 -93 55 0

Ludwigstaler Strasse 27

Fax: +49—-7461 -93 55 93

D-78532 Tuttlingen / Germany E-mail: info@geomed.de

Bitte beachten Sie diese Gebrauchsanweisung!
Attention, please see instructions for use
Respecter le Notice d'utilisation

Tener en cuenta las instructions de manejo

Using new instruments for the first time
Please check products for possible damage in transit. All instruments must be cleaned, disinfected and sterilised before use.

Field of application

The products must be used exclusively for the intended purpose by appropriately trained and qualified personnel. The doctor
concemed is responsible for selecting the instrumentation for specific applications, for appropriate training and for adequately
informing the operating personnel, as well as for operational use.

Checks

Instruments must be checked to ensure that they are in working order each time they are used. For reliable application, the

functionality of the product must be particularly carefully checked in the areas of the blades, points, locks, latches, safety catches and

all moving parts with regard to cracks, breakages and other possible damage. Discard damaged products immediately.

Repair

The guarantee and warranty will become void If products are repaired by companies or persons who have not been approved by

GEOMED Medizin-Technik,
Disposal

If instruments can no longer be repaired and conditioned, then they should be sent to the usual hospital disposal facility.

- Materials

The materials used are stainless steels to DIN/EN/ISO 7153-1, pure titanium or titanium alloys to DIN/ISO 5832-2.
Please also refer to the recommendations of the Instrument Preparation Working Group http://www.a-k-i.org.

Reconditioning instructions

This processing instruction was taking into account under the requirements of EN 1ISO 17664 /
ANSI AAMI ST 81 sterilization of medical devices - information to be provided by the
manufacturer for the reprocessing of medical devices.

Instruments are supplied unsterilised and must be cleaned and if necessary disinfected and
sterilised before use.

Instruments may only be prepared by personnel who have the necessary specialist knowledge
and training, and are able to assess the risks involved together with the associated effects.
Additional aspects must be taken into account for certain instruments; for more details, please
see section entitled "Special information".

General preparation
principles

All instruments must be cleaned, disinfected and sterilised each time they are used; this also applies
particularly to the first time they are used after delivery, as all instruments are supplied unsterilised (cleaning
and disinfection after removal of protective transit packaging; sterilisation after unpacking). Effective cleaning
and disinfection is an indispensable prerequisite for effeclive sterilisation.

When using instruments, please ensure that, as part of your responsibility for the sterility of instruments, only
methods for cleaning/disinfection and sterilisation, which have been adequately validated for the equipment
and products, are implemented, that the equipment used (disinfector, steriliser) is regularly maintained and
tested, and that the validated parameters are maintained for each cycle.

Please also observe the legal regulations applicable in your country as well as the hygiene regulations of the
medical practice or hospital. This applies particularly to the different requirements relating to effective prion
inactivation.
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CEOMD

Instructions for use NESIZIN TECHNIK
Reusable surgical instruments

Cleaning and disinfection -
Basic principles

An automated process (disinfector) should be used wherever possible for cleaning and disinfecting
instruments. Due to its significantly lower effectiveness and reproducibility, @ manual process - even using an
ultrasonic bath - should only be used if an automated process is not available.

The pre-treatment must be carried out in both cases.

Pre-treatment

Coarse contamination must be removed from the product directly after use (within a maximum of 2 hrs).

For this purpose, use running water or a disinfectant solution; the disinfectant solution should be aldehyde-
free (otherwise solidification of blood contamination may occur), have proven effectiveness (e.g. DGHM or
FDA approval or CE marking), be suitable for the disinfection of instruments, and be compatible with the
instruments (see section "Material compatibility").

For the manual removal of contamination, use only a soft brush or a clean soft cloth, which is used only for
this purpose, and never metal brushes or steel wool.

Please note that disinfectants used for pre-treatment serve only to protect personnel, and cannot replace the
later disinfection steps, which are to be carried out when cleaning is complete.

If instruments can be taken apart, then take them apart before preparation.

Manual cleaning and
disinfection

When selecting the cleaning agents and disinfectants to be used, it must be ensured
s that these are basically suitable for the cleaning and disinfection of instruments,
s that the cleaning agent - if applicable - is suitable for ultrasonic cleaning (no foaming),

s that a disinfectant with proven effectiveness is used (e.g. VAH/DGHM or FDA approval or CE marking)
and that this is compatible with the cleaning agent used, and

« that the chemicals used are compatible with the instruments (see section "Material compatibility").

Combined cleaning agents/disinfectants should only be used in the case of extremely low prior contamination
(no visible contamination) of the instruments.

It is essential that the concentrations and reaction times specified by the manufacturer of the cleaning agents
and disinfectanls be observed. Use only freshly prepared solutions, sterile water or water with low germ
content (max. 10 germs/ml) or water with low endotoxin content (max. 0.25 endotoxin units/mi) (e.g. purified
waler (PW)/highly purified water (HPW)). For drying, use only clean, lint-free cloths, which are used only for
this purpose, or oil-free, filtered air.

Cleaning

o Place the instruments in the cleaning bath for the specified reaction time so that the instruments are
adequately covered (if necessary, ultrasonic assistance or careful brushing with a soft brush). When
doing so, make sure that the instruments do not touch one another.

s Then remove the instruments from the cleaning bath and rinse them thoroughly for at least 1 minute
using running water if possible.

e  Check the instruments (see section "Checking" and "Maintenance").

Disinfection

s Place the cleaned and checked instruments in the disinfection bath for the specified reaction time so
that the instruments are adequately covered. When doing so, make sure that the instruments do not
touch one another. ‘

s Then remove the instruments from the disinfection bath and rinse them thoroughly for at least 1 minuie
using running water if possible.

o Dry and pack the instruments immediately after removal if possible (see section “Packing”, if necessary
after further drying in a clean place).

Evidence of the basic suitability of the instruments for effective manual cleaning and disinfection has
been provided by an independent accrediled lest laboratory using the cleaning agent Bodedex forte

| and the disinfectant Korsolex plus (Bode Chemie GmbH & Co., Hamburg). This was carried out using

the procedure described above.

Automated cleaning and
disinfection

When selecling the cleaning/disinfection unit (CDU, disinfector), it must be ensured

s that the CDU basically has proven effectiveness (e.g. DGHM or FDA approval or CE marking according
to DIN EN 1SO 15883),

o that, if possible, a proven programme for thermal disinfection is used (Ao value > 3000 or - in the case of
older units - at least 10 min at 93 °C) (in the case of chemical disinfection there is a risk of disinfectant
residue on the instruments),

o that the programme used is suitable for the instruments and has sufficient rinsing cycles,
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Instructions for use MEOIZIN . TECHN X
Reusable surgical instruments

= that only sterile water or water with low germ content (max. 10 germs/ml) or water with low endotoxin
content (max. 0.25 endotoxin units/ml) (e.g. purified water (PW)/highly purified water (HPW)) is used.

« that the air used for drying is filtered, and

e that the CDU is regularly maintained and tested.

When selecling the cleaning system to be used, it must be ensured
O that this is basically suitable for cleaning instruments,

o that - if thermal disinfection is not used — a suitable disinfectant with proven effectiveness is also used
(e.g. VAH/DGHM or FDA approval or CE marking) and that this is compatible with the cleaning agent
used, and

« that the chemicals used are compatible with the instruments (see section "Material compatibility”).

It is essential that the concentrations specified by the manufacturer of the cleaning agents and disinfectants
be observed. The procedure is as f_ollows:

1. Place the instrumentls in the CDU. When doing so, make sure that the instruments do not touch
one another.

2. Slart the programme.
When the programme has finished, remove the instruments from the disinfector.

4. Check and pack the instruments immediately after removal if possible (see section "Checking”,
“Maintenance" and "Packing", if necessary after further drying in a clean place). i

w

Evidence of the basic suitability of the instruments for effective automatic cleaning and disinfection has been
provided by an independent accredited test laboratory using the disinfector G 7836 CD (thermal disinfection,
Miele & Cie. GmbH & Co., Gutersloh) and the cleaning agent Neodisher mediclean (Dr. Weigert GmbH & Co.
KG, Hamburg). This was carried out using the procedure described above.

Checking After cleaning or cleaning/disinfection, check all instruments for corrosion, cracks, breakages, damaged
surfaces, splitting, distortion, movability/operation and contamination, and discard damaged instruments
immediately. Instruments that are slill contaminated must be cleaned and disinfected again.

The areas of the blades, points, locks, latches, safety catches and all moving parts must be particularly
carefully checked. Worn, corroded, distorted, porous and otherwise damaged instruments must be discarded
immediately.

Please sterilise instruments before returning them for repair.

Maintenance Reassemble instruments that have been taken apart.

Instrument oils should only be used when explicitly specified (see section "Special information”). If oiling is

desired, however, il should be ensured that only instrument oils (white oil), which are approved for steam

sterilisation, are used, taking into account the maximum sterilisation temperature applied, and which have

proven biocompatibility. We recommend our GEOMED INSTRUoil for this purpose.

Only moving parts must be oiled; instruments must not be given a complete coaling of oil and, in particular,
| plaslic components should not be oiled.

Packing We recommend that instruments be packed in single-use sterilised packaging (single or double packaging)

and/or sterilisation containers; these must meet the following requirements:
e comply with DIN EN ISO 11607 (formerly: DIN EN 868-1) and DIN EN 868-2ff

e  be suitable for steam sterilisation (temperature resistant to at least 141 °C, adequate vapour
permeabilily)

s  provide adequate protection against mechanical damage for the instruments and sterilisation packs
e be regularly maintained in accordance with the manufacturer's instructions (sterilisation containers)

Sterilisation

The sterilisation methods listed below must be used for sterilisation; other sterilisation methods are not
allowed.

Steam sterilisation )

s Fractionated vacuum method or gravity displacement method' (with adequate drying of the product)

s Steam steriliser in accordance with DIN EN 13060 or DIN EN 285

o  Validation in accordance with DIN EN ISO 17665 (formerly: DIN EN 554/ANSI AAMI ISO 11134) (valid
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Instructions for use MEDIZIN TECHNTX
Reusable surgical instruments

1Q/0Q (commissioning) and product-specific performance qualification (PQ))

o Maximum sterilisation temperature 138 °C (280 °F; plus tolerance according to DIN EN ISO 17665
(formerly: DIN EN 554/ANSI AAMI ISO 11134)

»  Sterilisation time (exposure time at sterilisation temperature) at least 20 min (at 121 °C (250 °F)) or 5
min at 132 °C (270 °F)/134 °C

' The use of the less effective gravily displacement method is only permitted if the vacuum method is not available.

Evidence of the basic suitability of the instruments for effective steam sterilisation has been provided by an
independent accredited test laboratory using the EuroSelectomat steam steriliser (MMM Manchener Medizin
Mechanik GmbH, Planegg) in conjunction with the fractionaled vacuum method, and also using a steriliser
from H+P Labortechnik GmbH, OberschleiBheim in conjunction with the gravity displacement method; in
addition, the Systec V-150 steam steriliser (Systec GmbH Labor-Systemtechnik, Wettenberg) was also used
for both methods. In doing so, typical conditions in clinics and doctors' surgeries as well as the procedure
described above were taken into account.

The flash sterilisation method is basically not allowed.

Also, hot-air sterilisation, radiation sterilisation, formaldehyde  or ethylene oxide sterilisation and plasma
sterilisation must not be used.

Storage

Sterilised instruments must be stored in the slerilisation pack, dry and free from dust, in a closed cupboard.

Material compatibility

When selecting cleaning agents and disinfectants, please ensure that that they do not contain the following
constituents:

e«  Acids (< pH 5)/oxidising acids

e Alkalis (> pH 10)

® Organic solvents

° Benzine, phenol or ammonia

s  Halogens, halogenated hydrocarbons, sodium chloride (in higher concentration),
= Oxidants / peroxides / hypochlorite

No instruments must be subjected to temperatures higher than 141 °C (286 °F)!

All liability is excluded if this is disregarded!

Special information

The aspects listed below must also be taken into account with the following products/product groups:

° Instruments with joints (e.g. forceps, clamps, scissors, needle holders, abdominal retractors etc.)

o  Open and close the instrument several times during pre-treatment as well as during cleaning
and disinfection

o  Open and close the instrument several times during pre-treatment and place in the disinfector in
the half-open posilion when carrying oul automalic cleaning and disinfection

o If required, oil the joint (but not other surfaces of the product) using as little oil as possible
° Instruments with channels/cavities (e.g. suction tubes, suction curettes etc.)

o Rinse through at least 5 times during manual cleaning and disinfection and also at every rinsing
step using a single-use syringe (minimum volume 5-50 ml depending on the size of the lumen)

o  Connect direclly to the rinsing connector of the CDU using a suitable adapter if necessary
during automatic cleaning and disinfection

o Do not conlinue to use the instrument if the patency is impaired
° Instruments with teeth (e.g. saws, rasps, ...)
o  Ensure that residues are completely removed from the teeth

Additional information

Further information on the preparation of medical products:
® Internet: http://www.rki.de

° Internet: hitp://www.a-k-i.org

° Hygiene requirements in the preparation of medical products. Recommendation by the Commission for
Hospital Hygiene and the Prevention of Infection at the Robert Koch Institute (RKI) and the Federal
Institute for Drugs and Medical Devices (BfArM) with regard ta the "Hygiene requirements in the
preparation of medical products"
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Reusable surgical instruments

DANGER! Danger to life!

If this product is used on a patient with Creutzfeldt-Jakob Disease (CJD) or even if
vCJD is only suspected, the product must not be re-used and must be destroyed.

Reusability
Provided that appropriate care is taken and as long as the products are undamaged and not contaminated, the preparation process
has little effect on the instruments. The end of the product's life is normally determined by the wear and usage of the instrument.

Warranty
As the manufacturer and distributor of the products, GEOMED Medizin-Technik GmbH & Co. KG accepts no liability for immediate

damage or consequential damage caused by improper use, handling or by improper preparation, sterilisation and maintenance.

HERSTELLER und SERVICE Adresse:

GEOMED Medizin-Technik GmbH & Co. KG Tel: #49 (0)7461 —9355-0
Ludwigstalerstrasse 27 Fax: #49 (0)7461 —9355-93
D-78532 Tuttlingen / Germany Mail: info@geomed.de
CE-Kennzeichnung gemass Richtlinie 93/42/EWG

c € CE marking according to directive 93/42/EEC

Marquage CE conforme a la directive 93/42/CEE
Identification CE en conformidad con la directriz 93/42/CEE

CE-Kennzeichnung gemass Richtlinie 93/42/EWG
C € O 1 97 CE marking according to directive 93/42/EEC
| Marquage CE conforme 2 la directive 93/42/CEE

Identificatién CE en conformidad con la directriz 93/42/CEE

File name / Revision . Produced by: Date produced: Date modified: Page

GA-010_11_Reusable_surgical_instruments ai/hh 25.01.12 08.02.2017 50f5



