 VI_BAV

Ma hang: LA53829

Aquaboss’

Huwong dan st dung

Ong vong

dung dé van chuyén nwéc tham tach
hodc chét ¢6 dac dung trong tham tach mau
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Ong vong Aquaboss®

Kinh thwa quy vi,

Ong vong dé van chuyén chét Idng dung cho thAm tach mau (nwéc tham tach hoidc chat co dic dung trong
tham tach mau) 1a mot thiét bi y té loai lla.

Néu quy vi gap khé khan véi dng vong va hwéng dan st dung nay khong giup ich gi cho quy vi, vui Iong lién hé trwc
tiép voi B. Braun, ky sw dich vu ky thuat hoac ddi tac B. Braun dwoc Gy quyén, mo ta 16i chinh xac nhét c6 thé va
thong tin vé thiét bj.

Hwéng dan sir dung phai luén c6 san tai noi st dung.

Trong Hwéng dan st dung cé cac ghi chu co ban can phai tuan tha trwdc khi dwa vao van hanh va bao tri. Do do,
tho chuyén mén/nguwéi dung phu trach thiét bi phai doc ky hwéng dan nay trwde khi dwa vao van hanh va/hoac ap
dung cac phwong phap béo tri.

Ngw&i van hanh hé théng c6 trach nhiém tuan tha cac quy trinh lam viéc, bao tri va kiém soat ky thuat an toan
(STK), cling nhw cac khoang thai gian twong tng dwoc md ta trong cac hwéng dan nay.

Néu khong tuan theo cac huwéng dan nay, B. Braun sé khong thé dam bao an toan cho hoat dong ctia 6ng vong.
Hwéng dan sir dung nay thudc pham vi giao hang.

B. Braun cé quyén thay ddi cac ndi dung trong tai liéu hwéng dan str dung hodc cac div liéu ky thuat ma khong
céan théng bao trudc.

Néu quy vi c6 bat ky cau hoi nao vé huéng dan st dung nay hogc mudn dong gop y kién hodc dé xuat cai tién,
xin vui long lién hé tryc tiép véi chung toi.

B. Braun Avitum AG

Schwarzenberger Weg 73-79
34212 Melsungen
Germany (Blrc)

Pién thoai +49 (56 61) 71-0
Fax +49 (56 61) 75-0

www.bbraun.com

Ghi cht cho hwéng dan st dung Ban chinh stva 0.7 t ngay 10.02.2018
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Y twéng deé cai tien

Khi lam viéc véi hwéng dan st dung nay, quy vi cé thé cé nhirng y twéng giup chung t6i cai thién ndi dung cla tai
liéu. Xin dirng gilr nhirng y tu«’?’ng qo cho riéng minh, ma hay cho ching t6i biét dé xuat ctia quy vi. Viéc nay sé giup
chung t6i c6 co héi dwa cac dé xuat clia quy vi vao cac phién ban sau.

+  Vang, t6i mubn dwa ra mot dé xuét!
Dia chi cua t6i la:

[ [0 1 (=1 o N
DA CNl: e —————————————
DIBN thoai: s

FaX: e

+ M4 hang va ban chinh sira clia hwédng dan sir dung hién tai t6i dang xem la:

ME hANG: s Banchinhsta: .........cccceeeeennnnne.

« P& xuét cai tién cla t6i lién quan dén (cac) trang:

Néu can thiét, xin vui long giri kém céc trang khac. Quy vi cling co thé gl kém ban sao céc trang tir Huéng dan siv
dung vé&i cac dé xuat cai tién da dwoc ghi vao.

Vui ldng glri dé& xuét cta quy vi dén:

B. Braun Avitum AG

Schwarzenberger Weg 73-79
34212 Melsungen
Germany (Brc)

Fax +49 (56 61) 75-0

Ban chinh sira 0.7 tir ngay 10.02.2018 Ghi chu cho hwéng dan st dung

o
c
e

T

=
7]
c

%(0

T
o
=

ke
>

I




25
<
Q~
=
(o]
Q
n
>
()
;u
Q.
-
=
(o]

Ong vong Aquaboss®

Ghi chu cho hwéng dan sir dung

Hwéng dan s dung la cac quy dinh cla nha san xuét nham van hanh hé théng mét cach an toan.

Hwéng dan nay |a mot phan ctia hwéng dan trong thiét bi y t& theo quy dinh ctia Phap 1énh van hanh thiét bi

y té (MPBetreibV).

Phai lvu gitr Hwéng dan st dung va céac ghi chi kém theo thiét bi y t& sao cho nguoi dung co thé tiép can thong
tin can thiét cho viéc str dung thiét bj y té bat ky luc nao.

Hwéng dan st dung hién cé phai dwoc st dung két hop véi cac quy dinh qubc gia vé phong ngtra tai nan va bao
vé mdi treong!

Ngwei van hanh phai dwoc hwéng dan cac ndi dung sau, hoac bat budc phai:

Nguwoi van hanh cé trach nhiém chi van hanh éng vong theo hwéng dan cia nha san xuéat.

Hwong dén vé cac nguy hiém, nguyén téc x& ly va cac bién phap bao vé can thiét khi x( Iy cac chat khi» tring
va chét tdy rlra dwoc st dung, huéng dan trong trwérng hop nguy hiém va so clru.

Huwéng dan vé hinh thirc va pham vi kiém tra thwong xuyén doi véi cac diéu kién lam viéc an toan, thude ni
dung kiém soat ky thuat an toan.

HL’Pc')’ng dan vé dir liéu van hanh cho phép (vi du: di¥ liéu cai dat cho cac thiét bj gidm séat va thiét bj an toan,
kiém tra chirc nang).

Huwéng dan vé bao tri va khac phuc sw ¢b van hanh.

Hwong dén vé x& ly an toan cac san phdm. Noi dung nay bao gom ly thuyét co' ban, x( ly ding cach va cac
diéu kién tién quyét khi str dung.

Nguoi van hanh phai dam bao gitr cho noi str dung hé théng sach sé va théng thoang theo cac ndi dung huéng
dan va kiém tra.

Nguwoi van hanh co tréch nhiém dat ra quy dinh mot cach dit khoat vé trach nhiém cho viéc khéi dong, van
hanh va bao tri va yéu cau moi ngudi phai tuan tha, dé tranh nhirng trwdng hop khong rd rang vé trach nhiém
lién quan dén khia canh an toan.

Ngwoi diing cé trach nhiém bao cao ngay nhirng thay déi trén éng vong cé thé anh hwéng dén sy an toan
clia ngw®i giam sat/ngwei van hanh, ciing nhw tuan tha tat ca cac chi dan vé an toan.

Ghi cht cho hwéng dan st dung Ban chinh stva 0.7 t ngay 10.02.2018
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Xac nhan ban giao hwéng dan st dung =
o
(0) Hé théng (4) Ngay ban giao 6ng vong 33
P ”
Ong vong c
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(1) Chét liéu/Thiét ké
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(5) Nhan vién bao tri va bao dwéng

Thang/nam san Xuat Nhirng ngwoi sau day do khach hang chi dinh va dwoc B. Braun huéng dén,
huan luyén va dao tao vé hé thong:

Thiét bj bdo vé, cac vi tri nguy hiém, ché dé hoat dong khong hop 18, thiét lap,
van hanh, bao tri va bao dwdng.

Ho tén (nhan vién Chir ky
tiép khach hang)

(2) Pia chi cta khach hang

Q Bién ban chay th(r ctia B. Braun

O Bién ban chay thtr theo yéu cau cla khach hang

(3) Xac nhan Con dAu céng ty/Chr ky cia khach hang

Chuing t6i da mua éng vong dugc liét ké tai didm (1).
Khi ban giao hé théng, hwéng dan st dung ciing duwoc
giao cho chung toi

bang ngén ngl

s6 lvong (6) Ong vong da dwoc giao cho khach hang
sb lwong
Con d4u cong ty
Tén khach hang, ch in Tén chuyén vién cham séc khach hang, ch in
Ngay Chi ky clia khach hang Ngay Chi ky clia chuyén vién cham séc khach hang

Ban sao clia ban xac nhan ban giao c6 chiv ky va tiép ky tir nha san xuat!

Ban chinh sira 0.7 tir ngay 10.02.2018 Ghi chu cho hwéng dan st dung
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Ong vong Aquaboss®

Cac théng tin canh bao, quan trong, ghi chu chung

KhCr fring bang héa chat.

Nguy co ngd ddc cap tinh khi khir trung bang héa chat.

+  Chitién hanh kht trung (DI) éng vong trong thdi gian khéng thdm tach. Khéng duoc
phép thdm tach.

«  Trwéc khi bat diu cac hoat ddng khr triing, phai ngét két ndi dong thdm thau dén
cac may loc mau.

«  Né&u s dung thiét bi lam mém: Chi st dung thiét bi lam mém véi dng chia thudc kiéu
l&p dat EA1 hodc dau vao tréng.

«  Khi xt ly chat kht trung, phai tuan tha cac chi dan phong tranh nguy hiém ctia nha
san xuét chat khir trung va mang thiét bj bdo vé ca nhan.

+  Viéc khi trung phai dwoc bdo hiéu bang cac bién phap phu hop trong phong xt ly
(xem trang 48, NGUY HIEM — khr tring/rira).

+  Khéng duoc bdo quan chat khi tring gan thiét bi y té. Tuan tha hwéng dan cia
nha san xuét trong viéc bdo quan cac chéat khir trung.

+  Nguy co ngd doc cap tinh do nubt phai hodc st dung chat khiy tring hodc chat
tay riva.

+  Viéc rlra va khir trung chi dwoc phép thwe hién khi cé yéu ciu ctia bac si diéu tri.

/\ CANH BAO

Nguwoi van hanh str dung két hop 6ng vong vé&i cac thiét bi y té khac. Néu hé thong bij dirng
dot ngot trong khi dang hoat ddng, ngwdi van hanh khéng nén chuyén ngay sang trang thai
hoat ddng khac. C6 thé c6 ai d6 da tit hé théng dé can thiép thi céng va quén khéa bao vé
hé théng tranh bj khéi dong lai. Néu hé théng bat ng® dwoc khéi dong, cé thé khién ngwoi
dé bj chan thwong nghiém trong.

/\ CANH BAO

Nguy co’ ngé ddc va phan trng pyrogenic.

Ngw&i van hanh chiu trach nhiém chon thiét bi xi ly nwéc va kiém tra do tham thau hang
nam, déi chiéu véi cac gia tri cia Dwoc dién Chau Au va 1SO 13959.

/\ CANH BAO

Nguy hiém do nhiém héa chét va/hoac vi khuén.

Chét lwong tjlém thau c6 lién quan dén chat lwgng nwéc cap. Néu chat lwgng nwéc cap
giam dang ké, nhirng thay déi trong thAm thau cé thé vwot qua gii han chap nhan dwoc.
Ngwi van hanh chiju trach nhiém thwéng xuyén theo déi cac gia tri gi®i han déi véi nwéc
cap.

/\ CANH BAO

Nguy co ngd doc tir vat ligu tach ri va cac thanh phan bj hiy do nhiét! — Chi s dung két
hop v&i hé thdng rira néng khi cac vat liéu géc chiu dwoc nhiét do toi thiéu 1a 90 °C.

/\ CANH BAO

Nguy co’ ngé ddc va phan trng pyrogenic.

Ngay ca khi nwéc trong hé théng thdm thau ngwoc ¢6 chat lwong dap trng cac tiéu chuén
quéc té DIN EN ISO 26722, thi viéc phan phdi nwéc van cé thé lam giam chét lwong nwéc
dén mrc khong con dap trng cac tiéu chuén DIN EN ISO 26722 néu hé théng phan phéi
khong dworc bao tri thich hop.

Cang tac bao tri/kiém soat ky thuat an toan (STK) cho hé théng thim thiu ngwoc va hé
théng phan phéi dwoc két néi phai dwoc thwe hién theo hwéng dan ctia nha san xuét.

/A CANH BAO

Nguy co’ ngd doc!

Sau khi khir tring va trwéc khi bat dau thdm tach, phai dam bao rang chat tham thau khéng
con dw lweng chat khiv trung tai méi vi tri xtr ly riéng 8.

Ghi cht cho hwéng dan st dung Ban chinh stva 0.7 t ngay 10.02.2018
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CANH BAO | Nguy co ngd doc va phan trng pyrogenic.
— Viéc khdng tuan thu céc nguyén téc bao dwéng va khir trung ctia nha san xuéat c6 thé dan
dén chat lwong tham thau giam.

CANH BAQ | Nguy hiém cho bénh nhan do 16i hé théng hoac khong tuan thi cac yéu cau vé tham thau.

— Sau khi bao tri, stpa chira, thay linh kién hoic cac stra dbi khac, ngwei van hanh phai
cung cép tai ligu chirng minh rang thiét bj y té tuan thu cac thong s6 ky thuat ban dau
(chat lwvgng tham thau, dé twong thich vat lidu).
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CAN TRONG | V@n hanh khéng dung cach cé thé dan dén thwong tich cho ngwi va thiét hai tai san!

ACHU v Chi thao nap chup dau cubi cac doan éng ngay trwée khi lap dat linh kién cudi ciing. Cac vét
nhiém ban & mit trong 6ng vong rat khé rira va cé thé lam giam dang ké chéat lwong tham
thau vé sau.

CHU Y Chi ¢6 nhan vién dwoc Uy quyén va dwoc dao tao chuyén mon cta B. Braun méi dworc lap
dat ong vong.

CHL'J v Viéc két ndi cac 6ng vong bang thép khéng gi v&i ngudn dién caa cong trinh (can bang dién
ap) phai do tho dién xay dwng c6 trinh dd va dwoc ty quyén thwe hién.

Cong viéc nay phai dwoc ghi lai trong bién ban va kém theo bién ban chay thr.

CHU v Cac 6ng vong tham thau bing thép khéng gi phai dwoc Iap cach dién véi hé théng tham
thau ngwoc va rira néng.

CHL'J v Cac bo phan chira chat 1dng va 6ng vong dan chat c6 dac phai dwoc cach ly bang bd ndi
tiép dat 8030600 va 8030700 (TM054).

ACHU v Cac dng vong bing thép khong gi phai dwoc két néi tai tat ca cac két néi cé thé thao roi
(vi du: kep ndi) bang kep day ndi dat va day néi dat.

CHU v Viéc thiét dit van tran khi dwoc str dung két ho'p v&i bé can bang ap suat (DG) khéng dwoc
lam giam thé tich ctia bé DG ngay ca khi may bom khong hoat ddng hét cong suét, dé tranh

xay ra tinh trang gian doan cung cap cho may loc mau trong th&i gian ngirng san xuét

20 giay.

Sau khi dwa vao van hanh hoic khi thay déi 6ng vong, ching tdi khuyén cao hay xac minh
hoic xac minh lai mét 1an niva (ISO 23500).

Chi str dung cac linh kién chinh hang cta B. Braun. B. Braun tir chéi moi trach nhiém d6i
vé&i moi thiét hai xay ra do phu tung, vat tw tiéu hao hoac phu kién khéng phai chinh hing
cua B. Braun!

TR (I Ngay ca khi da thwe hién tat ca cac bién phap phong ngira, c6 thé van ton tai ri ro.

Ong vong Aquaboss® duoc thiét k& dé st dung ding muc dich va thoi gian st dung & 10 ndm
(6ng vong thdm th&u bang thép khéng gi co thi gian st dung 1a 15 nam).

Ong vong Aquaboss® duoc thiét k& dé van hanh an toan két hop véi cac san phdm cia
Aquaboss® (san phadm thdm thau ngwoc, CCS, rira néng).

dandd

Ban chinh sira 0.7 tir ngay 10.02.2018 Ghi chu cho hwéng dan st dung
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T R T (R ruoc khi st dung t6 hop thiét bi, nguoi ding phai ddm bao hé thong thiét b hoat dong an toan va
& tinh trang &n dinh, ddng thoi tuan tha cac hwéng dan st dung ciing nhw cac huéng dan bao tri
va théng tin lién quan dén an toan khac

T4t ca cAu hinh véi cac thiét b dién phai dap tng dwoc Tiéu chuan hé théng IEC 60601-1-1 phién
ban hién hanh.

Nguoi két ndi cac thiét bi khac véi diu vao hodc dau ra tin hiéu phai 1a k¥ thuat vién ciu hinh hé
thdng, va phai chju trach nhiém dam bao tuan thu theo Tiéu chuan hé thdng IEC 60601-1-1 phién
ban hién hanh. Néu c6 bat ky cau héi nao, xin vui long lién hé véi nhan vién ban hang cé chuyén
mén hoac Dich vu hé tro k§ thuat tai dia phwong cia quy vi.
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Cac vat liéu dwoc stv dung dap (rng cac yéu cau CHi THI 2011/65/EU CUA NGHI VIEN VA HOI
DPONG CHAU AU ban hanh ngay 8 thang 6 nam 2011 vé viéc han ché stir dung moét sé chat
ddc hai trong thiét bi dién va dién ttr (Han ché moét s6 chat doc hai; ROHS).

Viéc van chuyén phai do cac don vi chuyén van chuyén c6 kinh nghiém thwc hién.

Viéc khéi dong 1an dau phai do cac chuyén gia dwoc dao tao hodc mét dai dién dwoc Gy
quyén cta B. Braun, da qua dao tao phu trach thwc hién.

Ap suét RL dit tai UV phai bang it nhat hai 1an ap suét tinh cia DG céng vé&i ap suat that
thoat cua RL.

Van tran phai dwoc rira va bao dwéng thwong xuyén.

Néu ngirng x&¥ ly nwéc trong mét thoi gian dai hon, sé c¢6 nguy co’ 6 nhiém trong 6ng vong
tham thau.

Néu phat hién s6 lwong vi khuan ting Ién trong qua trinh thdm thau, thi phai khir tring ca hé
théng thdm thau ngwoc (gi¢i han bao déng cho tdng sé vi khuan 1a 50 KBE/ml va endotoxin
12 0,125 1.U./ml). Ong vong phai dwgc khir tring néu ngirng hoat ddong sau thoi gian dai
(>72h) va téi thiéu 1a phai khiv trting méi nam.

Dé tiang hiéu qua khir trung, cé thé rira 6ng vong theo hwéng ngwoc dong chay trong qua
trinh khtr trung.

Lwu y trén ki cac thanh phan trong bé chira, vi c6 thé hinh thanh sw phan ting & day bé do
sw khac biét vé mat dé ctia chat khir tring va chat tham thau.

Nhié&m ban trong éng vong c6 thé khién viéc cung cép chat khir tring bj mét 6n dinh, lam
giam dang ké ndng dé chat khir trung. Trong moét sé trwong hop nhat dinh, nhu cau chat
khtr tring c6 thé khac biét dang ké so vé&i nhu cau dworc tinh.

Que thtr d6i mau cho thay néng do6 chat khiv tring vt qua gidi han thim do cia que thir.
Trong treong hop nay, khong thé xac dinh néng dd cta hoat chat.

Chi str dung chét khir tring dwoc B. Braun phé duyét.

Du mét hé théng xir Iy nwéc cé chat lwong dap (rng tiéu chuan ISO 26722, twong (Png
ISO 23500, nhwng néu hé thong phéan phdi hodc ong vong khéng dwgc bao tri thich hop,
thi van cé thé lam giam chéat lwong nwéc xudng dwéi mirc yéu cau.

AORAAR AAAQAE
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Ong vong Aquaboss®

Muc luc
0 ThOng SO h& thONQ .....cccevrereeerieeeeerere e eae s esaenas 0-1
1 AN LOAN ... ————— 1-1
1.1 Giai thich cac biéu trong va ghi ChUl.......ccceuereeeceeeeeeeeee s 11
1.1.1 Biéu twong an t0AN 120 AONG.......c.vivieieeeeee et 1-1
1.2 AN t0AN ChUNQ ....coeiiir e ———————— 141
1.3 An toan trong hoat dONg bA0 tri ... 1-2
1.4 AN toan VAN hanh ... s 1-2
1.4.1 Cac mdi nguy hiém khi khéng tuan thi cac hwéng dan vé an toan................. 1-2
1.5 Cac ché do hoat dong Khong hop 18 ......cceeeeceereeeereeeere e en e 1-3
1.6 Lo 1T Ta T TRt T (3] (RS TR 1-3
1.7 CAC FUI O KNAC ..t 1-3
1.8 C6 hai cho SIPC Khe.....cccoeieeeieeerrrrrrr e e 1-3
1.9 Cac rdi ro va tac dung Phu........ceeiiiicccirie e 1-3
2. Pham vi str dung va muc dich sty dung .........cccceeiiiinnnnnees 241
2.1 Str dung két hop v&i cac thiét bi KhAC..........ccvueeeereceeereeees e 21
2.2 [V aTeTa 0T T 10 o T ¥ T ' 2-3
23 THU ROI VA XUP 1Y ...eeeeeieteeeeee e eceeeeese e se e eesassessss e e e sesssssssssssasssssssasssasasasaes 2-3
3. Van chuyén va 13p A8t.......ccoceeeereereeeeeseeeeeeesese s 3-1
3.1 Céac bd phén trong goi hang........ccccecimiiiiiin s 341
4, Cac cong viéc trwdc khi khéi dong 1an dau ..........cceeneeee 4-1
4.1 Y&U CAU V& VAL lIBU VA DO tri c..veeeeceeeeeeeceee e sas e sas s saeenes 4-1
4.2 LG (LA T JLE LI £ 1O T 4-2
4.3 Lap bién ban chay thib..........cccciiiicccceircere e e 4-2

Ban chinh stra 0.7 tir ngay 10.02.2018 Muc luc Trang 1



Ong vong Aquaboss®

5. M6 ta 6ng vong tham thau..........ccceeveeeeeieccniesceecn s 5-1
5.1 ThOng tin ChUNG ... ——————— 51
5.1.1 CAU truc/ChrC NANG CO DAN ..., 5-1
5.1.2  Hé théng chiét xuat khong cé khong gian chét ..............ccoeveveveeeceveeeeeeeeen 5-1
51.3 = To N [ Yoo I8 1 ¥ o T U 5-2
51.4 RV = 10 TR (- o P PR PPR 5-3
5.2 LAY MAU..c.ueitireeeerreeerersesesssseesss e ssese e ssese et sassesessssssasserssassssssssssasssnsssnsenassnsen 5-4
5.3 Khip tring bang h6a Chat .........cccccueeeureeeccceeee et saenns 5-4
54 LI 1= e 2 o (o St 5-6
5.5 Phu Kién va phu tUNg ... e 5-7
6. M6 ta 6ng vong dan chat €6 dAC.......cceeeeeeeeeererierieeiersenenaens 6-1
6.1 ThOng tin ChUNG ... ——— 6-1
6.1.1 CAU trac/ChirC NANG CO DAN.......oviveeeeeeeeeeeeeeeeeee e 6-1
6.2 Khip tring bang hoa Chat ..o saenns 6-1
6.3 LI 1= e 2 o (o RSt 6-1
6.4 Danh sach phu kién va phu tlng.......ccccoiiiiiiiiiicciierrrers e 6-2
7. L6i/Nguyén nhan/Khac Phuc .........cccueeevimnienimssessnssessessessens 7-1
8. Bao tri va kiem soat ky thuat an toan (STK)........................ 8-1
8.1 S0 theO dBi DAO tri.....cereereercrcerearesesessessesessss e s sssssaseasssssaes 8-1
8.2 Kiém soat ky thuat an toan (STK) ......ccececececccereeieeeeseeeeseeesesecsesesssesnsnnns 8-2
9. D U KT tNUA . crvvereeeeeeeeeeeeeeeeseseessesessesesessesseessseseesssesseeees 9-1
9.1 ThONG SO KY thUAL ......coveeeeeeeecceere et ee e e e sse s se e s e e sas e s sasseanasseens 9-1
9.1.1 ONG VONG thAM thAU ..o e 9-1
9.1.2  Ong vONg dAn ChAt CO GEC .....ovcveeeeeeeeeeeceeeeeeeeeee e 9-2

Trang 2 Muc luc Ban chinh siva 0.7 tir ngay 10.02.2018



Ong vong Aquaboss®

10, PRU TUC it eeeeeeeseeseeeeeeeseseseeseeseseaseeseseeseesesennenes 10-1
10.1 Xac dinh duwdng Kinh 0ng t6i LU .......cucucuceceeeerereee et eeeaese s 10-1
10.2 KIEM tra AP SUAL ...ceeeececccecceee e ss s es e s s e e s sn s 10-2
10.3 22T T o - T T SRR PR 10-3
10.3.1  Bién ban SOP va bién ban chay th& 6ng vong thdm thdu EO6FB133............. 10-3
10.3.2  Bién ban SOP va bién ban chay thir dng vong dan chat c6 d&c EO6FB132... 10-3
10.3.3  Bién ban Khtr tring EO7FBO2........ccciiiiiie ettt 10-3
10.3.4  Phiéu ghi thong tin thtr nghiém EO7FBO5 ...........ccveveeieeeeeeeeeeeeeeeeeeeeeen 10-3
10.3.5 Biénban lam sach EQ7FB18........cccoiiiiiiieiiiiiie et e e 10-3

Ban chinh sira 0.7 tr ngay 10.02.2018

Muc luc Trang 3



Ong vong Aquaboss®

Trang 4 Muc luc Ban chinh stva 0.7 t ngay 10.02.2018



Ong vong Aquaboss®

Théng s6 hé thong

Dia chi nha san xuét:
B. Braun Avitum AG

Schwarzenberger Weg 73-79
34212 Melsungen
Germany (Buc)

Dién thoai +49 (5661) 71-0
Fax +49 (5661) 75-0

www.bbraun.com

Ban quyén:

Tai liéu nay 14 tai san cha B. Braun Avitum AG, bdo lwu moi quyén.

Chng nhan ISO 9001 va ISO 13485
Ky hléU CE CE0123
Séan xuét tai B (EU)

Bang thong sb:

WAl Aquaboss® Permeate ring piping

Article no,
Artikel-Nr.

Expected life time years
Erwartete Lebensdauer Jahre

Material Length
Material - Lénge

E[‘] Made in Germany

BIBRAUN  &ooonens il
Schwarzenberger Weg 73-79
34212 Melsungen
SHARING EXPERTISE Germany 9
‘www.bbraun.com
Hinh 0-1: Bang théng s6é cho 6ng vong tham thau

Chwong 0

Ban chinh sira 0.7 tr ngay 10.02.2018
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ULl Aquaboss® Concentrate ring piping

B BRAUN  lunmimae sz e
SHARING EXPERTISE :‘é“jr‘faﬁ:?“"rg::' &

‘www.bbraun.com

Hinh 0-2: Bang théng s6 cho 6ng vong dan chat cé dic

Khi dat hang phu tung, xin vui léng ghi ro:

Kiéu 6ng vong

Sbé sé-ri (SN) clia 6ng vong
Tén va ma hang

S6 lwgng mong muén

Trang 0-2

Théng sb hé théng

Ban chinh stra 0.7 tir ngay 10.02.2018
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1. Antoan

1.1 Giai thich cac biéu twong va ghi chu
1.1.1 Biéu twong an toan lao déng

NGUY HIEM Ttp tin hiéu nay chi mét moi nguy hiem véi mire do rai ro cao, néu khéng phong tranh sé dan

dén tir vong hoac thwong tich nghiém trong.

CANH BAQ | T tin hiéu nay chi mt méi nguy hiém véi mirc d§ rii ro trung binh, néu khéng phong tranh,
c6 thé dan dén tir vong hoic thwong tich nghiém trong.

Ci\N TRONG | T% tin hiéu nay chi mdt méi nguy hiém v&i mipc do rui ro thap, néu khéng phong tranh,
" |cé6 thé dan dén thwong tich nhe hodc trung binh.

ACHU v Tir tin hiéu nay canh bao thiét hai déi v&i tai san va moéi trwong.

mn‘r tin hiéu nay chi i khuyén hodc théng tin gitp stv dung tiét kiém hoic cach lam viéc don
gian hon.

Hwéng dan siv dung chiva théng tin vé cach s dung hé théng an toan.

1.2 Antoan chung

Theo quy dinh qudc gia va chau Au hién hanh, trvdc khi st dung thiét bi y t&, nguoi dung phéi dam béo
kha n&ng hoat dong va tinh trang &n dinh cla thiét bi y té, dong thoi tuan tha cac hudng dan st dung cling
nhw hwéng dan bdo tri va cac théng tin lién quan dén an toan khac.

+  Thiét biy té phai dwoc van hanh dung muc dich theo quy dinh vé van hanh thiét bi y t&, phién ban hién
hanh.

+  Thiét bj y té phai dwoc cai dat, van hanh va st dung bdi nhitng nguoi da qua dao tao hogc co kién
thre va kinh nghiém can thiét.

+ Nguoi ding co trach nhiém béo céo ngay nhirng thay ddi trén hé thng co thé anh huwéng dén sy
an toan clia ngwoi giam sat/nguwdi van hanh, cling nhw tuan thu tat ca cac chi dan vé an toan

*  Nguw¢i van hanh co trach nhiém Iwa chon 6ng vong.

+  Chét1dng trong &ng vong phai dwoc kiém tra thuweng xuyén vé tinh chat héa hoc va vi sinh theo
chuén 1SO 23500.

Ong vong Aquaboss® sau day goi la RL, dwoc thiét ké theo cdng nghé hién dai va hoat dong an toan.

Ban chinh sira 0.7 tir ngay 10.02.2018 An toan Trang 1-1
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S dung khéng dung cach hodc khéng ding muc dich cé thé gay nguy hiém cho nhan vién van hanh.
Vi thé:

+  Hay doc va tuan theo huwéng dan s dung nay va dac biét la tat ca ndi dung hwéng dan vé an toan!
+  DPat huwéng dan siv dung nay gan véi RL.

+  Viéc khai dong 1an dau, van hanh va bdo tri phai dwoc thye hién bdi cac chuyén gia dwoc Gy quyén,
da qua dao tao va da dwoc B. Braun huéng dan.

*  Trong moi trwdng hop, phé’i ap dung tat ca cac quy dinh vé an toan va phong ngtra tai nan cua dia
phwong cho viéc str dung 6ng vong. Phai cha y va tuan thia cac quy dinh nay moi Iic moi noii.

+ Chuay céac déu hiéu canh bao va chi dan kém theo.

* Trong trwdng hop bi chan thwong hodc tai nan, phai goi cho bac si ngay lap tic.

/\ CANH BAQ | N9uy co ngd doc

Ngwi van hanh chiu trach nhiém chon thiét bi xtr ly nwéc va kiém tra dd tham thau hang
nam, déi chiéu v&i cac gia tri ciia Dwoc dién Chau Au va ISO 13959.

c ANH BAO | Nguy hiém do nhiém hoa chét va/hoac vi khuén.

Chét lwong thdm thau c6 lién quan dén chéat lwong nwéc cap. Néu chat lwong nwéc cap
giam dang ké, nhirng thay d6i trong tham thau cé thé vwrot qua gi®i han chap nhan dwoc.

Ngwévi van hanh chiju trach nhiém thwong xuyén theo déi cac gia tri gi¢i han déi véi nwéc
cap.

Sau khi dwa vao van hanh hoic khi thay ddi 6ng vong, ching téi khuyén cao hay xac minh
hodc xac minh lai mét 1an niva (ISO 23500).

1.3  Antoan trong hoat déng bao tri

Chi str dung cac linh kién chinh hing cda B. Braun. B. Braun tir chéi moi trach nhiém déi
véi moi thiét hai xay ra do phu tung, vat tw tiéu hao hoac phu kién khéng phai chinh hang
cua B. Braun!

1.4 An toan van hanh

CANH BAQ | Ngwoi van hanh str dung két hg'p dng vong voi cac thiét bj y té khac. Néu hé thong bj dirng

dot ngot trong khi dang hoat dong, ngwei van hanh khéng nén chuyén ngay sang trang thai
hoat ddng khac. C6 thé c6 ai d6 da tit hé théng dé can thiép thi céng va quén khéa bao vé
hé théng tranh bj khéi dong lai. Néu hé théng bat ng® dwoc khéi dong, cé thé khién ngwoi
dé bi chan thwong nghiém trong.

Khong stra ddi, loai bé, thao d& hoidc bé qua cac thiét bj an toan.

1.41 Cac mdi nguy hiém khi khéng tuan tha cac hwéng dan vé an toan
Viéc khong tuan thli cac hwong dn an toan cé thé gay nguy hiém cho c& nguai diéu khién va bénh nhan.
Viéc khong tuan thd cé thé dan dén cac méi nguy hiém sau:

«  Céc chirc ndng va déc tinh quan trong ctia 6ng vong c6 thé bi 16i.
*  Cac phuwong phap bao tri va khir truing khéng hiéu qua

*  Gay nguy hiém cho ngwoi do tac déng vi sinh, hdéa hoc, co hoc hoac nhiét

Trang 1-2 An toan Ban chinh siva 0.7 tir ngay 10.02.2018
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1.5

1.6

1.7

1.8

1.9

Cac ché dd hoat dong khéng hop 1é

Viéc van hanh thiét bi y té do cong ty cung cép chi dam bao an toan khi st dung dung quy dinh. Phai tuan
theo cac gia tri dwoc ghi trong dir liéu ky thuat, tuyét doi khéng dwec vuet qua cac gia tri gidi han.

Chéng chi dinh
Khong duoc str dung 6ng vong thadm thau

+ néu dong thdm thau khoéng dap (rng cac gia tri gii han trong Dugc dién Chau Au, cac tiéu chuan
ISO 11663, 1ISO 13959 va ISO 23500;

* néu sau khi khir tring bang hoa chét trwdc khi tham tach, khong thé chirng minh dwoc 1a khong con
dw lwvong chat khiy trung tai tat ca cac diém chiét xuat;

+ V@i cac chét 16ng khac vai chét 1dng dwoc chi dinh trong muc dich st dung.

Khoéng duoc str dung 6ng vong dan chét co dac

+ néu khong rd vé chéat lwvgng héa hoc hodc vi sinh clia chét co dic;

+ néu cac chét co dac dwoc bom khéng phu hop tiéu chudn ISO 13958;

+ V@i cac chét 16ng khac vai chét 1dng dwoc chi dinh trong muc dich st dung.
Cac rui ro khac

TR (I Ngay ca khi da thwe hién tat ca cac bién phap phong ngira, c6 thé van ton tai rdi ro.

Nhi¥ng rdi ro khac la nhivng méi nguy hiém tiém an, khéng ré rang, chdng han nhu:

«  Nguy hiém c6 thé phat sinh tlr sdn phadm hodc dung méi, chdng han nhw dj rng hodc kich (ng da.

«  Nguy hiém do so suét ctia ngwdi van hanh

1. Rori
Khi bj ro ri, chét c6 déc dung trong tham tach mau hodc chét tham thau co thé thoat ra ngoai. Nguy co
bi kich (rng da va béng do chét c¢d déc dung trong thdm tach mau c6 tinh axit (v&i 6ng vong dan chét

co dac), nguy co bi trurot, hu hong thiét bi do &m wot va chat co dac dung trong tham tach mau co tinh
axit (v&i ong vong dan chat cb6 dac).

C6 hai cho sutrc khoe

Cac 0ng vong béng PVC co chira chét hoa déo DEHP. Day la chat c6 chiva phtalat va dwgc phan loai 1
doc hai doéi véi sinh san.

Cac rui ro va tac dung phu

Khéng duoc riva 6ng vong Aquaboss® bang cac chét tay rira hogc chat khir tring khong hop 16. Cac chét
nay coé thé tao nén phan ng lam thay doi chat lwgng ctia dung méi va gay hai cho bénh nhan.

Bdo tri khong day du co thé dan dén suy gidm chét lvong clia dung moi. Néu vwot qua cac gid tri gidi han
theo tiéu chuén ISO 23500 c6 thé dan dén cac van dé vé sirc khde

Ban chinh sira 0.7 tir ngay 10.02.2018 An toan Trang 1-3
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2.1

Pham vi str dung va muc dich st dung

Nguwoi van hanh chiu tréch nhiém vé muc dich st dung éng vong.
Ong vc‘)ng Aquaboss,® duqc thjét ké dé st dung dung muc dich va th&i gian str dung la
10 nam (dng vong tham thau bang thép khéng gi c6 thoi gian st dung la 15 nam).

Ong vong dung dé van chuyén nwéc thdm tach/tham thiu:

Muc dich st dung clia 6ng vong tham thau 1a “van chuyén nwoc dé pha loang dung dich
tham tach mau cb dac”.

Ong vong dé van chuyén chét cé dic dung trong thdm tach mau cé tinh axit:

Muc dich s dung ctia 6ng vong dan chét co d&c 1a “van chuyén chét co déc dung trong
tham tach mau co tinh axit”.

CANH BAO |Nguy co ngd ddc va phan (ng pyrogenic.
Ngwi van hanh chiju trach nhiém chon thiét bj xtr ly nwéc va kiém tra dd tham thau hang
nam, déi chiéu vé&i cac gia tri ciia Dwoc dién Chau Au va ISO 13959.

CANH BAQ |Nguy hiém do nhiém hoéa chét va/hoac vi khuén.

Chét lwong thadm thau c6 lién quan dén chéat lwong nwéc cap. Néu chat lwong nwéc cap
giam dang ké, nhirng thay dbi trong tham thau cé thé vwrot qua gi®i han chap nhan dwoc.

Ngwi van hanh chiu trach nhiém thwong xuyén theo déi cac gia tri gi¢i han déi véi nwéc

cap.

St dung két hop véi cac thiét bi khac

Ngui van hanh co thé st dung két hop 6ng vong voi cac thiét biy té, chang han nhu hé thong tham thau
ngugc, thiet bi cap dung méi hpéc may Igc mau. Qng vong vz‘a, cac thi’ét bi y té khac cé thé dwoc mua riéng
[é trén thi trwdng. Nha san xuat khong két hgp bat ky cac thiét bi y té nao trén thi trwedng.

Nha san xuét B. Braun Avitum AG dét ra cac yéu cau sau day khi st dung két hop dng vong véi cac thiét

bi khac:

Khi st dung két hop v&i cac hé thdng tham thau nguoc, cac hé thdng nay phai duoc phé duyét tieu chuan

thiét bi y té loai llb theo Chi t,hi EC 93/42. Cong suat t(‘)i’thiéu hé,ng gio cla tham thau nguoc dugc tinh sao

cho c6 thé dam béo duwoc tdc d6 dong chay & vi tri cudi trong 6ng vong chinh 1a 0,5 m/giay.

Khi dwoc st dung két hop voi cac thiét bi cap dung méi MPC, cac diém chiét xuét phai dwoc thiét ké theo

chu&n ISO 11197 [thiét bi cAp ngudn y té].

May loc mau dwoc siv dung két hop (thiét b y té loai IIb) phai

* phu hop véi tiéu chuén DIN / VDE 0753-4 [quy tac p dung dé van hanh/st» dung an toan cac thiét b
y té trong tri liéu thay thé than ngoai co thé] va

+  tuan tha quy tic k§ thuat IEC/TR 62653 [Hwéng dan van hanh an toan céc thiét bj y té ding trong diéu
tri loc maul].

Ban chinh stra 0.7 1 ngay 10.02.2018 Pham vi s& dung va muc dich s dung Trang 2-1
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Ngoai ra, cac may loc mau phai dap rng cac yéu cau déc biét cta tiéu chuan IEC 60601-2-16 vé sy an
toan trong thAm tach mau, siéu loc thdm tach mau va thiét bj loc mau).

Chi st dung 6ng vong két hop voi hé thong rira ndng voi hé thong Aquaboss® HotRinse (thiét bi y té loai
Ila) sau khi khai bao va dwgc phé duyét cac dieu kién ky thuat véi B. Braun Avitum AG.

CANH BAQ | N9uy co ngd doc tir vat ligu tach réi va cac thanh phan bj huy do nhiét! — Chi s dung két
hop v&i hé thdng rira néng khi cac vat liéu géc chiu dwoc nhiét do toi thiéu 1a 90 °C.

Ong vong dwoc st dung cho muc dich van chuyén chat Iong dé tham tach mau. V&i muc dich nay,
ong vong dwoc két noi v&i mét thiét bi y té loai lla hoat dong (vi du: Aquaboss® CCS, Aquaboss®
HotRinseSMART) hoac lIb (vi du: Aquaboss® EcoRO Dia Il).

Ong vong Aquaboss® cé thdi gian st dung ngan han (<30 ngay) theo Chi thi 93/42/EWG Phu lyc IX.

Ong vong Aquaboss® duoc thiét k& dé van hanh an toan két hop véi cac san phdm cia
Aquaboss® (san phdm thdm th&u ngwoc, CCS, rira néng).

TR T (B ruoc khi st dung t6 hop thiét bi, nguoi ding phai dam bao hé thong thiét b hoat dong an toan va
& tinh trang &n dinh, ddng théi tuan tha cac hwéng dan st dung ciing nhw cac huéng dan bao tri
va thong tin lién quan dén an toan khac

T4t ca cAu hinh v&i cac thiét b dién phai dap tng dwoc Tiéu chuan hé théng IEC 60601-1-1 phién
ban hién hanh.

Nguoi két ndi cac thiét bi khac véi diu vao hodc dau ra tin hiéu phai 1a k¥ thuat vién ciu hinh hé
thdng, va phai chju trach nhiém dam bao tuan thu theo Tiéu chuan hé thdng IEC 60601-1-1 phién
ban hién hanh. Néu c6 bat ky cau héi nao, xin vui long lién hé véi nhan vién ban hang cé chuyén
mén hodc Dich vu hé tro k§ thuat tai dia phwong cia quy vi.

CANH BAO |Nguy co ngd ddc va phan (ng pyrogenic.

Ngay ca khi nwéc trong hé théng tham thau ngwoc c6 chat Ivong dap (rng cac tiéu chuén
quéc té DIN EN ISO 26722, thi viéc phan phdi nwéc van cé thé lam giam chat lwong nwéc
dén mrc khong con dap trng cac tiéu chuén DIN EN ISO 26722 néu hé théng phan phéi
khéng dworc bao tri thich hop.

Cdng tac bao tri/kiém soat ky thuat an toan (STK) cho hé théng tham thiu ngwoc va hé
théng phan phéi dwoc két ndi phai dwoc thuwe hién theo hwéng dan ciia nha san xuét.

Trang 2-2 Pham Vi SEP dung Vé muc dfch SCP dung Ban chinh stra 0.7 tir ngay 10.02.2018
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2.2

2.3

Nhém ngwéi dung
Ong vong phai dwoc st dung b&i nhirtng ngwdi da qua dao tao. Ddi twong ngwm dung chd yéu 1a nhan

vién diéu duwéng va ky thuat vien may loc mau, da dwo’c nha san xuat hwéng dan chi tiét va dwoc thi pham
thdng qua cac nhan vién chuyén mén dwoc Gy quyén.

Cong viéc bao tri phai duwoc thwe hién béi nhan vién chuyén moén da qua dao tao ky thuat va dwoc Oy
quyén b&i nha san xuét. Viéc khéi dong Ian dau phai dwoc tién hanh béi nhan vién cua nha san xuét hodc
Cac nhan vién chuyen mén dwoc Gy quyén clia ngwdi van hanh. TAt ca cac thong sb can thiét cho hoat
dong an toan cla thiét bi y té déu dwoc thiét dat tai nha may. Khi kh&i déng I&n dau tai co s& cha khach
hang, cong viéc diéu chinh phai dwoc thwe hién bdi nhan vién chuyén mon cé trinh do, tly theo diéu kién
tai noi van hanh.

Thu héi va xtr ly

Thé theo quy dinh phap luat, B. Braun Avitum AG chap nhan thu hdi va xt ly chuyén nghiép cac
ﬁ hé théng do coéng ty cung cép.

Cac vat liéu dwoc st dung dap (rng cac yéu cau CHi THI 2011/65/EU CUA NGHI VIEN VA HOI
DPONG CHAU AU ban hanh ngay 8 thang 6 nam 2011 vé viéc han ché stir dung moét sé chat
doc hai trong thiét bi dién va dién tir (Han ché mét s6 chat doc hai; ROHS).

Ban chinh stra 0.7 i ngay 10.02.2018 Pham vi s& dung va muc dich s dung Trang 2-3
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Trang 2-4

Pham vi str dung va muc dich str dung
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3. Van chuyén va lap dat

GHI CHU Viéc van chuyén phai do cac don vi chuyén van chuyén c6 kinh nghiém thwc hién.

+  Cac 6ng vong dwoc cung cap véi ndp chup dau cudi dé dé phong nhiém ban.

Chwong 3

«  Néu can, cac doan éng sé duwoc cung cép riéng va bit kin bang gidy bac tai noi 1p dét.
+  Kiém tra 16 hang xem c6 thiét hai trong van chuyén va cé day da hay khéng.

* Trong trwéng hep bi hw hc’:pg do van chuyén, hay giir lai bao bi va thong bao ngay lap tirc cho cong ty
van chuyén va nha san xuét!

CHU v Chi thdo nép chup dau cudi cac doan ong ngay trwéc khi lap dat linh kién cudi cung. Céc vét
nhiém ban & mit trong 6ng vong rat khé rira va cé thé lam giam dang ké chat lwgng tham
thau vé sau.

3.1  Cac b phan trong goi hang

Ong vong tham thau bao gébm cac thanh phan sau va dwoc phan phédi dwéi dang cac bo phan riéng 1é
hodc dwoc I&p rap mét phan:

+ B0 két nbi bng vong (kep két ndi) dé két ndi voi hé théng thdm thau ngwoc hodc hé théng rira néng;
+  Linh kién l&p dat: thanh vong cung, thanh géc;

+ Diém chiét xuét (nhu bong cam bién ap suat khong co khong gian chét hodc cac khéi tham
(vi du: v&i 6ng vong phu));

e Vatliéu cach nhiét chéng ngwng tu hodc cach nhiét hoan toan trong qua trinh rra néng;

+  hwdng dan sk dung nay.

Ong vong dan chét ¢ dac bao gom cac thanh phan sau va dwoc phan phdi duéi dang cac bd phan
riéng Ié hoac dwogc lap rap mét phan:

+  Ong vong dan chat co dat véi cac phu kién 1ap ghép va két ndi;
«  Khéi trir chat co dac;
+  Ong béo vé;

+  hwdng dan s dung nay.

CHU Y Chi c6 nhan vién dwoc Gy quyén va dwoc dao tao chuyén mén cia B. Braun méi dwoc lap
dat 6ng vong.

Bén chinh stra 0.7 i ngay 10.02.2018 Van chuyén va lap dat Trang 3-1
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Trang 3-2

Van chuyén va lap dat
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4. Cac cdng viéc trwéc khi khéi déng lan dau

4.1 Yéu cau vé vat liéu va bo tri

Viéc bd tri va l1ap dat dwoc thue hién bdi cac chuyén gia dwoc dao tao phi hop véi tiéu chuan ky thuat
hién dai. Cac quy dinh clia chué,n DIN EN 806 va DIN 1988(1 2/1988) duwoc xem la tiéu chuén ky thuat
hién dai. Cu thé, viéc bd tri va Iap dat phu thudc vao cac phan sau:

Chwong 4

«  DIN EN 806-1: Quy téc ky thuat vé 13p dat hé théng nwéc ubng; Thong tin chung

«  DIN EN 806-2/ DIN 1988-200: Quy tac ky thuat vé 1ap dat hé théng nuwéc ubng; Lap ké hoach va
thwe hién, cac thanh phan, bd may, vat liéu

+ DIN EN 806-3 / DIN 1988-300: Quy tac ky thuat vé I&p dat hé thédng nwéc ubng; Xac dinh dwdng
kinh éng.

Tét ca cac doan 6ng, phu kién hodc khép ndi béng thép khong gi duwoc han quy dao va dwdi khi bdo vé
(vonfram — han khi tro).

Tét ca dworng dng va méi han phai dap (ng yéu cau cla céc tiéu chuan sau:

+ IS0 9692-1: Han hd quang, han trong khi bdo vé& va han khi: chuan bj méi han cho thép

+ IS0 5817: Han hd quang trén thép: Chi thi cho cac nhém danh gia sw cb bat thwdng

+  DIN 11850: Ong thép khdng gi diing cho céc kich thwéc trong nganh thuc pham va héa chét, vat liéu
+  DIN 11851: Vit néi 6ng bang thép khong gi.

CHU v Viéc két n6i cac 6ng vong béng thép khéng gi véi ngudn dién cia cong trinh (can bang dién
ap) phai do tho’ dién xay dwng co6 trinh do va dwoc Gy quyeéen thwc hién.

Cong viéc nay phai dwoc ghi lai trong bién ban va kém theo bién ban chay thi.

CHU v Cac 6ng vong tham thau bing thép khéng gi phai dwoc 1ap cach dién véi hé théng tham
thau ngwoc va rira néng.

CHU v Cac bo phan chira chét 1dng va 6ng vong dan chat c6 dic phai dwoc cach ly bang bd ndi
tiép dat 8030600 va 8030700 (TM054).

Ban chinh sira 0.7 tir ngay 10.02.2018 Céac cong viéc trede khi khi dong lan dau Trang 4-1
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4.2 Khéi dong lan dau

CHU v Cac dng vong bing thép khong gi phai dwoc két néi tai tat ca cac két néi cé thé thao roi
(vi du: kep néi) bang kep day néi dat va day néi dat.

(@)
=2
3
S Céac mat c6 thé st dung trén méi nhip:
(o]
£ ~ s o . A
Ma hang Tén Kich thwéc/so lvgng
40202 Kep day nbi dat 3/8" — 1 1/2" 2 céi
51691 Day, HO7V-K UL/CSA, 10,0 mm?, xanh la-vang Do dai tuy theo cach str dung
51527 DAu bit cap, cach dién, 10,0 mm? 2 cai
(chiéu dai dau bit = 12 mm)

Trwoc khi khdi dong 1an dau, phai tién hanh kiém tra va ghi lai &p lwc (xem phu luc), cling nhuw riva 6ng
vong theo tiéu chudn DIN 1988-200 phan 11.

Viéc khéi dong 1an dau phai do cac chuyén gia dwoc dao tao hodc mét dai dién dwoc Gy
quyén cta B. Braun, da qua dao tao phu trach thwe hién.

ﬁ CAN TRONG Van hanh khéng dung céach cé thé dan dén thwong tich cho ngwei va thiét hai tai san!

4.3 Lap bién ban chay thw

Sau khi I&p dat, bién ban chay thir phai dwoc ghi chép day da va co chiv ky clia nhirtng ngwdi tham gia van
hanh.

(— xem Phu luc EO6FB132 va EO6FB133)

Trang 4-2 Céc cong viéc trude khi khéi dong lan dau Ban chinh stra 0.7 tlr ngay 10.02.2018
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5. Mo ta 6ng vong tham thau

5.1 Théng tin chung

5.1.1 Cau truc/chlrc ning co ban

Ong vong thdm thau (RL) dwoc st dung dé van chuyén nuéc dé pha loang cac dung dich thAm tach mau
c6 dac, tr khu vire cung cap qua hé thdng thdm thadu nguoc dén diém van chuyén, may tham tach mau.
Nwéc duoc bom vao RL thdng qua ap suat bom ctia hé théng thdm thiu nguoc va dén thiét bi str dung
cudi. Chét lvong nwéc thadm tach sir dung phai dap (rng cac yéu ciu theo tiéu chuan I1ISO 23500. Khi dung
moéi duwoc truyén qua, thanh phan cia dung méi phai khoéng bi suy sut cling nhw chét lweng vi sinh ctia
dung méi khéng bi thay déi. Dé dat dwoc diéu nay, can tuan tha cac diéu kién chung sau day:

Chwong 5

1. Chon vat liéu/tinh chat bé mét
2. Cong nghé két nbi it khong gian chét va kiém soat dong chay
3. Kich thwéc éng vong / tbc do dong chay

Dong tham thau (nwéc dé pha loang dung dich tham tach mau c6 dac) dén diém van chuyén vao 6ng vong
trong khu vuc 6ng dan. Ap suét cap va luong cép tdi da dwoc xac dinh bang hé thdng thdm thau nguoc
duoc két nbi.

Tuy chon, mét bd loc vé trung cé thé dwoc lap trong ong vong bang thép khdng gi, hoat dong nhuw moét
mang chan vi trung bé sung. Day la mét wu thé khi chat lwong thdm thAdu mong mudn khéng dwoc vuwot
qua tai lwong vi trung < 10KBE/100 ml.

Nuac di chuyén vai tée do dong chay tdi thiéu 1a 0,5 m/s dén cac diém chiét xuét, dwoc thiét ké dang cac
diém chiét xuat Bernoulli khéong c6 khéng gian chét. Mot phan dong nwéc lwu théng tir cac diém chiét xuét
nay dén cac doan chuyén (dwoc goi la cac doan Y) dén may loc mau. Néu khéng thdm thu, nwéc duoc
dua vao 6ng vong chinh ma khéng c6 ap suat va hao hut.

Ap suat 6ng vong dugc thiét dat bang mét van tran & cudi dng vong. Ap suat dworc tinh sao cho ap suét
thay tinh bén trong cong trinh dwgc can bang va ap suat chiét xuat toi thiéu (ap suat dong) la 1,0 bar tai
mdi chi tiét khe'p nébi.

5.1.2 Heé thong chiet xuat khéng c6 khéng gian chet
Hé thong chiét xuat khéng c6 khong glan chét duo’c st dung dé
Sl cung cép cho cac may loc mau dong tham thau tir dng vong chinh
= O — ma khéng c6 khéng gian chét. Nguyén Iy Bernoulli dwoc st dung,
cho phép tao ra dong chay lwu théng bang cach xen ké ap suét tinh
Ong phu l va dong trong mét hé théng kin. Hoat déng nay dién ra ma khéng
can cung cap nang luvong tir bén ngoai. Két hop vai chi tiét khdp néi
Y, hé thdng chiét xuat khéng c6 khdng gian chét dam béo viéc cung

cap dong thdm thu cho may loc mau ma khéng cé khdng gian chét.
May thém f oz ‘ < ‘ <
tach Thiét ké khéng c6 khdng gian chét cia hé thong chiét xuat cho phép
kh(r tring béng nhiét va hoa chét cho dng vong mét cach nhanh

chéng va an toan.

Ban chinh sia 0.7 tir ngay 10.02.2018 M6 ta 6ng vong tham thau Trang 5-1
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5.1.3 B loc voé trung

Thiét bj mang loc vo tring Aquaboss® Steril Hot Polysulfon dwoc phat
trién dé dap (rng nhu cau cao nhét vé chat lwong nwéc thdm tach hodc dé
thém mot bwdc an toan nhw la giai doan 2 sau hé théng x& ly nuwéc thAm
tach Aquaboss® mot giai doan.

Két hop v&i hé théng xi Iy nwdc thdm tach Aquaboss® hé théng khir trung
nwéc nong Aquaboss® Hot Rinse va mang loc Aquaboss® Steril Hot
Polysulfon, hoat ddng phu hop dé& dam bao chat lwong nuwéc thAm tach
duy tri 6n dinh dwéi 100 KBE/1000ml (10 KBE/100ml hodc 0,1 KBE/ml).

Mét loi thé dac biét la sw thay dbi thworng xuyén cdia thanh phan bé loc.
Két qua 1a khong c6 6 vi triing nao c6 thé hinh thanh nhw trong céac bo loc
vinh vién, khéng thay ddi thanh phan va qua do ciing gilip ngén ngiva sy
suy gidm tai lwgng endotoxin.

Pac tinh van hanh:

V6 thép khong gi (chat lwgng duwoc pham)

Ong thép khong gi (chat lwgng dwoc pham)

CAu tric khong cé khong gian chét

2 van lay mau khoéng cé khéng gian chét cho dau vao va dau ra

2 ap ké khong co6 khéng gian chét & dau vao va dau ra dé theo ddi chénh léch ap suét
Chiu nhiét do 1én t¢i 95 °C

Kep két nbi (bén vao va ra)

C6 thé dwoc lam tréng hoan toan (bén vao va ra)

L&p rap theo th& tw hodc tw do

Mang loc Aquaboss® Steril Hot Polysulfon, 20", 0,2um ddc lap, rira trudrc béng nwace tinh khiét
Co6ng suét lvu lwong 1én dén 2.000 lit/gie & 95 °C

Trang 5-2
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5.1.4 Van tran

Van tran (UV) dé diéu chinh ap suét khong dbi, cé thé diéu chinh. Mét 16 xo nén
gilr cho van déng,'khi ap suat nguoc dong tang, van sé mé va cho phép dung
moi chéy ra cho dén khi dat dén gia tri cai dat. Van tran con dwogc goi la van gite
ap suat.

Khi dwong 6ng méat ap suét, van duoc dong lai bang 16 xo van. Ap suét so bo
tépg tac déng Iér] chi tiet dieu khién. Tai chi tiet diéu khién, é'p suat SO bd dwoc
diéu chinh can bang véi lwc cia Ic‘; X0 van (gia tl:i cai dat). Neu ap §uét‘ so b
tang Ién cao hon gia tri cai dat thiét lap tai vit dieu chinh, van sé& bat dau mé.
Xoay vit diéu chinh theo chiéu kim dong ho sé téng gia tri cai dat ap suét so bo.
Trr khi c6 quy dinh khac, ap suat danh dinh t6i da cho phép 1a gap 1,5 1an ap
suét thiét lap.

Cac van tran dwo’p st dung la van diéu chiph ty I& kiém soé‘t mang voi Chl:I:'C
nang xa tai. Vit diéu chinh va 16 xo dwgc gan sao cho khi diéu chinh ap suat so
b, chiéu cao tdng thé khong thay dbi.

Céc van nay khéng phai la van ngét, dm bao dong kin van.

D6 kin dong van téi thiéu phai twong (rng véi Chi thi VDI/VDE 2174.

Tuy theo thiét ké dng vong, cé hai phién ban khac nhau duorc lap dat:

Phién ban thép + hoan toan bang thép khong gi (316)
khong gi «  B& mét tiéu chuan: <RA 1,6 ym

* V0@-khda nhanh

+  Ap suét dinh mirc: PN16

«  Ap suét so bod: 0,02—12 bar

* Nhiét dé: +130 °C

+  Dung méi: chat 16ng va khi

Nhwa ¢ Than van: PVC-U/PP-GFK

+ Mang/Gioang kin: EPDM/PTFE

+ Dobng qua vit V2A

«  Ap suét dinh mc: PN10 bei +20 °C

«  Ap suét so bo: 0,3-10,0 bar

+ Nhiét d@6: +50 °C (PVC-U)

+  Dung mbi: chat I1dng tinh khiét, trung tinh va
hoat tinh manh

AcHoY

Viéc thiét dit van tran khi dwoc str dung két ho'p v&i bé can bang ap suat (DG) khéng dwoc
lam giam thé tich ctia bé DG ngay ca khi may bom khong hoat ddong hét cong suét, dé tranh
xay ra tinh trang gian doan cung cp cho may loc mau trong th&i gian ngirng san xuét

20 giay.

Ap suat RL dat tai OV phai bang it nhat hai 1an ap suét tinh ctia DG céng véi ap suat that
thoat cua RL.

GHI CHU

Van tran phai dwoc riva va bao dwdng thwong xuyén.

Ban chinh sira 0.7 tr ngay 10.02.2018
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5.2

5.3

Lay mau

Van lay mau dwoc gan vao hé thong tham thau nguoc, hé tro 1ay mau 6ng vong khong co khong gian
chet. Co the khir tring cac van lay mau bang cach str dung dau dot dé ngan ngtra tinh trang ket qua do bi
anh hwdng bdi vi truing bé mat. Phai tuan theo cac buwdc sau day khi lay mau:

+  Dung méi can ldy mau (dong tham thau) phai dwoc 14y tir hé thdng thdm thau ngwoc dang day.

* Trwoc khi m van chiét xuat, phai khi tring van bang hoa chét (st dung bién phap phun khi trung)
hoac bang dau 4dot.

* Khimé&, van s& mé phong qua trinh chiét xuét day du trong it nhét 2 pht (it nhat 10l dong thdm thau)
truwdc khi ldy mau.

Viéc lay mau vi sinh nén duoc thuc hién déu dan. Tién trinh va quy trinh kiém tra phai dwoc thuc hién theo
tiéu chuan ISO 26722 “Thiét bi x& ly nwéc dé str dung trong tham tach mau”.

Viéc lay mau sé& dugc thyc hién & dau va cubi 6qg vong, trong do bao gdm viéc xac dinh téng sé lwong vi
khuan hiéu khi (KBE/ml) va ham lwgng ndi déc to (tinh bang EU/mI) theo tiéu chuan ISO 13959.

Khtr tring bang héa chat

Viéc khir trung éng vong dwoc thwe hién theo chi thi clia ngudi van hanh:
+  sau khi kh&i dong lan dau

+ tién hanh dinh ky (theo két qua xac nhan theo 1SO 23500)

+  khi dat hodc vuwot qua gidi han hanh ddng, cadnh bao hodc bao déng vé vi sinh

sau khi m& hé thdng dé bao tri, stra chiva hodc cac can thiép vé ciu tric khac

Tuy theo thiét ké 6ng vong, cé thé khir tring bang héa chat ho&c nhiét

Néu ngirng x&¥ ly nwéc trong mét thoi gian dai hon, sé c¢é nguy co’ 6 nhiém trong 6ng vong
thadm théu.

Néu phat hién s6 lwong vi khuan ting Ién trong qua trinh thdm thau, thi phai khir tring ca hé
théng thim thau ngwoc (gi¢i han bao déng cho tdng sé vi khuan 1a 50 KBE/ml va endotoxin
12 0,125 1.U./ml). Ong vong phai dwgc khir tring néu ngirng hoat dong sau thoi gian dai
(>72h) va téi thiéu 1a phai khiv tring méi nam.

KhCr frng bang héa chat.

Nguy co’ ngd ddc cap tinh khi khir tring bang héa chat.

+  Chitién hanh kht trung (DI) dng vong trong thoi gian khéng thadm tach. Khéng duoc
phép thdm tach.

«  Truwdc khi bat dau cac hoat dong khi tring, phai ngat két ndi dong thAm thau dén
cac may loc mau.

«  Néu st dung thiét bi lam mém: Chi st dung thiét bj lam mém vé&i dng chia thudc kiéu
l&p dat EA1 hodc dau vao tréng.

«  Khi xt ly chat kh tring, phai tuan tha cac chi dan phong tranh nguy hiém ctia nha
san xuét chat khir trung va mang thiét bj bdo vé ca nhan.

«  Viéc khi triing phai dwoc bao hiéu bang cac bién phap phu hop trong phong xt ly
(xem trang 48, NGUY HIEM — khtr trung/rira).

*  Khong dwoc bao quan chét khir tring gan thiét bi y té. Tuan thi hwong dan clia
nha san xuat trong viéc bao quan cac chat khtr trung.

+  Nguy co ngd doc cap tinh do nubt phai hodc st dung chat khiy tring hodc chat
tay rira.

+  Viéc rtra va khir trung chi dwoc phép thwe hién khi cé yéu ciu cta bac si diéu tri.

Trang 5-4 Mo ta éng vong tham thau Ban chinh stra 0.7 tir ngay 10.02.2018
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Trwée khi khir trung:

+  Trwdc mbi lan khir tring, phai kiém tra Hydrowatch trén binh &p lwc mang (DG) clia hé thong tham
thau ngwgc. Néu co béng tron dé xuat hién, khéng dwgc khir tring 6ng vong.

+  Hoa chat khir tring phai dap trng tiéu chudn EN 1040 (héa chét khir tring va chét sat tring: phwong
phap th&r nghiém tac dung diét khuan co ban).

Cac chét khir tring sau day (ché pham két hop da dwoc phé duyét dé khir triung cac éng vong thép khong

gi Aquaboss®:

Chwong 5

»  Puristeril® 340 (céng ty Fresenius)

» Dialox® (cong ty Seppic, Gambro Medizintechnik)
* Peresal® (cong ty Henkel Hygiene GmbH)

*  Minncare® Cold Sterilant (céng ty Minntech)

Cac bwéc thwe hién khir trung (DI):

Ong vong co thé dwoc khir triing két hop v&i hé théng thdm thau nguoc hodc béng cach két néi mot bé
chl}a riéng c6 bom tuén’hoén. Khi st dung bé chira riéng cé bom tuan hoan, phai chon bom sao cho dat
toc do dong chay trong 6ng vong > 1m/s.

Pé tang hiéu qua khir triing, c6 thé rira 6ng vong theo hwéng ngwoc dong chay trong qua
trinh khtr trung.

1. R®ra sach éng vong bang cach khéi déng cho hé théng thdm thdu ngwoc hoat dong vao ban dém

Db day bé chira bang dong thdm thau

Xac dinh thé tich 6ng vong can khir tring
(Bang 5-2, “Lwong chat khir tring can thiét”)

4. Dé kht tring cac vi trung trong nuéc (Xem Bang 5-1, “Nong d chat khir tring trong san pham”).
Cac thung ghu’a 'cé chat kht trung la dung dich goc khéng dwoc cé néng q¢ vwrot qua 8%. Neu phat
hién cé nhiém nam/lén men hoac vi khuan tao bao tir, hdy tham khao y kién B . Braun.

Lwu y trén ki cac thanh phan trong bé chira, vi ¢6 thé hinh thanh sw phan ting & day bé do
sw khac biét vé mat do ctia chat khiv tring va chat thAm thau.

5. Khi khir tring 6ng vong, cac thanh phan trong bé chira s& Iuu thong tuan hoan cho dén khi cé thé xac
dinh khéng c6 s gia tang thém dé dan trong dong chay nguwgc clia Ong vong.

Thoi gian tac dung ctia chat khiy trung téi thiéu & 15 phat.

Sau khi khtr triing, 6ng vong dwoc rira sach bang dong tham thau. D& kiém tra d6 sach dw lwong chat
kher trung, hay st dung gidy tinh bot kali iodide (hda chét ctia Merck, ma hang: 9512). Khi st dung
Minncare®, dé sach dw Iuong chét khi tring dwoc kiém tra bang miéng Minncare Residual Test

(ma hang #52821). Phai tién hanh kiém tra do sach dw lwong chat khir tring tai tt ca cac diém chiét
xuét dong thdm thau. Kém tra lai d6 sach dw lwong chat khir trung sau khi dng vong dwoc khir triing
va rlra sach, nhwng khong hoat déng trong 30 phut.

®

Ngay trwdc khi thdm tach, phai kiém tra va ghi lai két quéa do sach dw lwgng chat khiy triung tai moi vi
tri thdm tach.

Nhiém ban trong ng vong cé thé khién viéc cung cap chét khir tring bi mét én dinh, lam
giam dang ké ndng do6 chat khir trung. Trong moét s6 trvdng hop nhét dinh, nhu ciu chét
khtr tring c6 thé khac biét dang ké so vé&i nhu cau dworc tinh.

Que thir d6i mau cho thay néng do chat khiy trung vwot qua gi¢i han tham do cua que thir.
Trong tredng hop nay, khdng thé xac dinh néng dd cta hoat chat.

GHI CHU Chi str dung chéat khir tring dwoc B. Braun phé duyét.

i}

Ban chinh stra 0.7 tir ngay 10.02.2018 M6 ta 6ng vong thadm thau Trang 5-5



G Buonyy

Ong vong Aquaboss®

Bang 5-1: Noéng do chéat khir trung trong san pham
San pham Nong do pH
Puristeril® 3% 2,0
Dialox® 2% 2,5
Peresal® 2% 2,3
Minncare® 1% 3,5
Minncare® 3% 2,5
Bang 5-2: Lwong chat khi trung can thiét
Buong ong, Thé tich [I] Thubc khir trung tinh bang lit
dong ho Minncare® Dialox® Minncare®
1% Peresal® Puristeril®
2% 3%
50 15,7 0,2 0,3 0,5
100 31,4 0,3 0,6 0,9
150 471 0,5 0,9 1,4
200 62,8 0,6 1,3 1,9
250 78,5 0,8 1,6 2,4
300 94,2 0,9 1,9 2,8
350 110,0 1.1 2,2 3,3
400 1257 1,3 2,5 3,8

/\ CANH BAQ|N9uy co ngd déc!

Sau khi khir triing va trwéc khi bat ddu tham tach, phai dam bao ring chat thdm thau khéng
con dw lwong chat khiv trung tai mai vi tri xt ly riéng lé.

5.4 Theo doi

Phai theo ddi d& dam béo éng vong thdm thau & tinh trang va chirc nang hoan hao theo tiéu

chuén ISO 23500:

+  Viéc xac minh dugc thwe hién trong qua trinh 1ap dat va sau khi khéi déng lan dau;

+  Phan tich kiém tra tinh chat hda hoc cla nwdc thé va dong thadm thau tir dng vong méi nam;

+  Phan tich kiém tra vi sinh hang thang (KBE va noi dc t0) trong dong tham thau tir 6ng vong;
hoac dinh ky theo két qua ctia quy trinh xac minh.

Trang 5-6 Mo ta éng vong tham thau Ban chinh stra 0.7 tir ngay 10.02.2018
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5.5 Phu kién va phu tung

Tén Ma hang Bon vi 0
Bo loc vb trung — vong dém, kep — DN 100 50970 cai g’
B6 loc vo trung — voé bo loc #49955 51008 cai g
B loc vé trung — kep (dang khéi) DN 100 50974 cai S
B6 loc vé tring — mang cho van chir T 1y mau NW 25/8 52263 cai

B6 loc v6 trung — Vong chi¥ O @ 100 x 5 (gioang kin) cho vé SF 51899 cai

Van budm NW 25 — vong dém NA 25 37115 cai

Van bwédm NW 32 — vong dém NA 32 37116 cai

Van bwém NW 15 — vong dém NA 15 38930 cai

Lwu lwong ké loai 807 200-2500 lit/gicr (DN32/d=40) “HOT” 50797 cai

Chi tiét b loc, vo trung (cé vong dém kin chir 0) 20" x 0,2 m 3249954 1 VE (6 cai)

Ban chinh stra 0.7 tir ngay 10.02.2018 M6 ta 6ng vong thadm thau Trang 5-7
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6. M6 ta ong vong dan chat cd dac

6.1  Thong tin chung

6.1.1 Cau truc/chlrc ning co’ ban
Véi 6ng vong dén chét c6 dac Aquaboss®, chat c6 dac dung trong tham tach mau co tinh axit duoc cap
tr hé thong cap chat c¢b dac trung tdm qua cac khoi trir chat cd dac den may loc mau.

Chwong 6

Cac chat c6 déc khac nhau dugc bom vao cac ong vong co mau khac nhau dé tranh nham Ian gitra cac
dung méi. Cac 6ng dan rat mém, dwoc lam t&» nhwa PVC, chdng axit an mon va chdng hw ci.

Bau noi 6ng lam bang chét déo polyaxetat (POM) mau trang (co gidy phép FDA) dugc st dung lam chi tiét
lap ndi. Chung cling dwgc dat hoan toan trong ong bao vé.

Chét c6 dac lay ra khoi cac khéi trir chat co6 dac (PP) qua hé théng khép ndi bang thép khong gi (1.4529),
doéng lai khi tach roi.

6.2 Khir trung bang hoéa chat
Khéng can thiét phai kiém tra sy nhiém khuén trong chét co déc theo tiéu chuan ISO 13958, vi chat co dac
c<:) tinh axit kh(‘)ng phai la méi trwérng phat trién tét cho vi sinh vat. Do d6, khéng can thiét phai khiy triung
bang héa chat.

6.3 Theo doi

Phai theo déi dé& dam bao éng vong dan chét co dic & tinh trang va chirc néng hoan hao theo tiéu chuén
ISO 23500 théng qua quy trinh xac minh dwoc thwe hién trong qué trinh 1&p dat va sau khi khéi dong 1an
dau.

Ban chinh sia 0.7 tir ngay 10.02.2018 M6 ta 6ng vong dan chét co dac Trang 6-1



9 Buonyn

Ong vong Aquaboss®

6.4 Danh sach phu kién va phu tung

Tén Ma hang Don vi
Khéa néi dang khép DN 4 — Ren G 4" AG 42792 cai
Khéa néi dang nim DN 4 — Ren G 4" AG 41805 cai
Khép ndi thang co ren c6 AG 8 — V4" 34246 cai
Khép ndi géc cé ren cd AG 8 — 14" 34247 cai
Nut bit cho 4" IG 35886 cai
Dau nbi 6ng, thdng 8 mm 37762 cai
Kep 1 tai v&i vong chén lap sdn SEE 14,0 37759 cai
(2 11,3-13,3)

Trang 6-2 M6 ta 6ng vong dan chét co dac

Ban chinh stra 0.7 tir ngay 10.02.2018
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7. Loi/Nguyén nhan/Khac phuc

Khéng ap dung.

Chwong 7

Ban chinh stra 0.7 tir ngay 10.02.2018 L6|/Nguyén nhén/Khéc phuc Trang 7-1
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Trang 7-2 L&i/Nguyén nhan/Khac phuc Ban chinh siva 0.7 tir ngay 10.02.2018



Ong vong Aquaboss®

8.1

Bao tri va kiém soat ky thuat an toan (STK)

Viéc kiém soat ky thuat an toan (STK) dwoc thue hién méi ndm mot lan.

Tét ca cong viéc bao tri dwoc thue hién trén hé thdng phai duoc ghi lai trong sé theo dai.

Du mét hé théng xr Iy nwéc c6 chat Iwomg dap wng tiéu chuén ISO 26722, twong (ng
ISO 23500 nhwng néu hé thong phan phéi hoac 6ng vong khong dwoc bao tri thich hop,
thi van cé thé lam giam chét lwong nwéc xubng dwéi mirc yéu cau.

CANH BAO |Nguy co ngd ddc va phan (ng pyrogenic.
— Viéc khéng tuan tha cac nguyén tic bao dwéng va khir tring cia nha san xuét cé thé dan
dén chét lwong thdm thau giam.

Ong vong Aquaboss® duoc thiét ké cho thoi gian si dung 1a 10 nam (6ng vong tham thau bang thép
khéng gi ¢6 thoi gian st dung 1a 15 ndm), néu tuan tha cac quy tac st dung trong hwéng dan st dung nay
va bao tri thwong xuyén.

ACANH BAOQ |Nguy hiém cho bénh nhan do 16i hé théng hoac khéng tuan thi cac yéu cau vé tham théu.

— Sau khi bao tri, stra chira, thay linh kién hodc cac stra ddi khac, ngwdi van hanh phai
cung cap tai liéu chirng minh rang thiét bj y té tuan thu cac thong sé ky thuat ban dau
(chat lwvong tham thau, dé twong thich vat liéu).

S6 theo doi bao tri
Viéc ghi chép day da va chinh xac cac hoat ddng vao sb theo dai bao tri |a rat can thiét dé xac dinh cong
viéc kiém tra va béo tri dinh ky.

Tét ca cong viéc bao tri dwoc thue hién trén hé thdng phai duoc ghi lai trong sé theo dbi.

Cong viéc bao tri dwoc

Ngay thwe hién M6 ta cong viéc bao tri, chu thich: | Déau xac nhan

Bén chinh sira 0.7 tir ngay 10.02.2018 Bao tri va kiém soat k§ thuat an toan (STK) Trang 8-1

Chwong 8
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Ong vong Aquaboss®

8.2 Kiém soat ky thuat an toan (STK)

Viéc kiém soat ky thuat an toan phai dwoc thwe hién va ghi chép hang nam voi cac diém sau.

Trung tam thadm tach

Nguwoi lién hé

Puong

M3 bwu dién/Dia diém

Quéc gia

M3 s6 Iwu kho

Ma s dat hang

Ngay san xuét

Kiéu éng vong

S6 sé-ri RL 1
S6 sé-riRL 2
S6 sé-riRL 3
Bao tri a
STK a
Ngay
Kién) tra tru'c quan, bao gém ca D thay B thyc Stra dc‘)i'gén day Gié tri/Ngay/Chu
do kin hién/OK nhat (thang/nam) thich
1. | Kétndihé théng =] ]
2. | Hu hai/d nhiém nhin thdy dwoc a
5 | Huong dan s dung/théng tin a
ky thuat
4 Sé theo déi béo tri c6 sénva a
dwoc ghi chép can than
5. | Ghi nhan theo EO9BA111 a
6. | Ong vong thdm th4u cach nhiét* ]
2 | Can béng dién thé (chi v&i cac a

éng vong bang thép khéng gi)

Thuc hién va kiém tra cach dién cho 6ng vong tham thau déi véi dng vong béng thép khong gi. Déi véi 6ng
vong bang PVC va PEX, thyc hién va — néu co thé — kiém tra viéc nay theo yéu cau cda khach hang.

iz . . ~ Stra déi gan day Gia tri/Ngay/Chu
NI R S e Khong | | ht (théng/nim) thich
. L o Q
1. | Viéc khtr trung dwoc thuwe hién (> Bién bén kh tring) a
£ = a
2. Lay mau (— Ban ghi chép lay mau) aQ

Trang 8-2

Bao tri va kiém soat k§ thuat an toan (STK)

Ban chinh stra 0.7 tir ngay 10.02.2018



Ong vong Aquaboss®

Nhan xét hodc théng tin bd sung (ghi rd néu can):

Chwong 8

Dia diém, ngay thang Chir ky ctia khach hang Chir ky cla thg bao tri

Ban chinh sira 0.7 & ngay 10.02.2018 Bao tri va kiém soat k§ thuat an toan (STK) Trang 8-3
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Trang 8-4

Bao tri va kiém soat k§ thuat an toan (STK)

Ban chinh stra 0.7 tir ngay 10.02.2018
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Dir liéu

9.

ky thuat

9.1 Théng so ky thuat i
5
9.1.1 Ong vong tham thau 5

=
&

Loai-Tén Thép khéng gi (316L) PEX PVC

Sé VK 2510122 | 2510128 | 2510134 | 2521125 | 2521132 | 2500125 | 2500132

Kich thuwéc

(Buong kinh trong) d mm 19 25 31 18 23 21 27

Kich thuwéc

(Buong kinh ngoai) d, mm 22 28 34 25 32 25 32

Do day cla vach mm 1,5 3,5 4,4 1,9 24

KIm nang chiu nhiét °C >150 05 45

toi da

C6 the [am sach 90 °C; 4 bar c6 c6 khéng

bang nwéc néng

Kha néng khu tring 150 °C c6 khong khéng

bang hoi nwéc

D& bén bién dang N/mm2 tbi thiéu 370 25 50-75

Gian né dai mm/(m*K) 0,012 0,14-0,2 0,07-0,08

D6 dan nhiét WI(m*K) 15 0,40 0,15

Do bén nén PN 10-PN 25 PN 10-PN 16 PN 10

Do nham bé méat Ra pMm 0,2-0,8 7 7

Cong nghé két néi han quy dao Két néi bang kep Lién két bang keo

Ban chinh sira 0.7 tr ngay 10.02.2018

D@ liéu ky thuat

Trang 9-1
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Ong vong Aquaboss®

9.1.2 Ong vong dan chat c6 dic

Loai-Tén PVC
S6 VK 253XXXX
Kich thwéce (dwong kinh trong) d; mm 7
Kich thuwéc (dwdng kinh ngoai) d, mm 1"
Do day cla vach mm 2
Kha nang chiju nhiét tbi da °C 45
C6 thé lam sach bang nwéc néng 90 °C, 4 bar Khéng
Kha n&ng khir tring bang hoi nwéc 150 °C Khong

Cong nghé két néi

Két ndi béng kep

Trang 9-2

D@ liéu ky thuat

Ban chinh stra 0.7 tir ngay 10.02.2018
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10. Phu luc

, . N , Je . o
10.1  Xac dinh dwong kinh 6ng to6i wu -
g
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Ban chinh si¥a 0.7 tir ngay 10.02.2018 Phu luc Trang 10-1
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10.2 Kiém tra ap suat

Céng viéc chuan bj dé kiém tra ap suét
Cac dwong 6ng phai dwoc rira sach trwde khi kiém tra ap suét!

Cac dwong 6ng dé kiém tra ap suét phai dwoc bom day nwéc udng vo trung, da loc dé phong ngira
nhiém ban (nhiém khuan).

0
=
S
Q
3
Q
-—
=)

Bd loc vé tring 20" 0,2 um phai dwoc két ndi trwére.

Chi s dung &p ké cho phép doc ap suét chinh xac dén 0,1 bar dé kiém tra ap suét. Ap ké phai duoc
d&t & diém thap nhat trén dwong 6ng.

Phai d&c biét chu y dén sw thong khi khi bom day dwdng 6ng dé khong cé bot khi trong dwérng bng.

Sw chénh léch gitra nhiét dd nwéc dwa vao va nhiét dé méi trwdng cé thé 1am sai léch dang ké két qua
thr nghiém.

Thay dbi nhiét dd 10 K twong (rng v&i thay ddi ap suét 0,5 bar.

Tién hanh kiém tra ap suét

Phai bom day nwéc vo trung, da loc vao cac dwdng dng da dwoc l1ap dat hoan thién, nhwng chwa
che phu, dé ching khong cé bot khi.

Viéc kiém tra 4p suét sé dwoc thue hién qua cac buéc kiém tra so bd va kiém tra chinh thire.

Kiém tra so’ bo:

D& kiém tra so b, can c6 &p suét thir nghiém 5 bar cong véi dp suat van hanh, cac gia tri nay phai
dwoc khodi phuc 2 1an trong vong 30 phat, khodng théi gian cho mai lan la 10 phat.

Sau thoi gian kiém tra 30 phut niva, 4p suét thr nghiém khoéng duoc gidm qua 0,6 bar
(0,1 bar méi 5 phut).

Kiém tra chinh thirc:

Kiém tra chinh thirc phai dwoc thic hién ngay sau kiém tra so bo. Thoi gian kiém tra 1a 2 gio.
Ap suét thir nghiém doc duoc sau kiém tra so bd khéng dwoc gidm qua 0,2 bar sau 2 gio.

Céc gia tri kiém tra cho éng kim loai dwoc nhan véi 1,5 1an gia tri.

Ap suét thir nghiém phai la: (vi du ap suét van hanh 1a 5 bar)

Ong kim loai 5x1,5=7,5bar
Ong nhua 5+5=10 bar
Chu thich

Kiém tra ap sut dung cach theo cac yéu cau va thong s6 ky thuat cia tiéu chuén da xac nhan voi nha
thau, saolcho hiéu suat clia hé thong, toi thiéu la lién quan dén viéc lap dat 6ng vong, twong trng véi
cac quy tac céng nghé dwgc céng nhan.

D& chirng nhan tinh phu hop, ATV (Diéu kién hop dong ki thuat chung) s& xem ban dbi chiéu va ban
giao bién ban kiém tra ap suat da thwc hién cljo khach hang. Bién béq nay cﬁng can dwoc xac nhan bg’ri
khach hang hoac dai dién clia khach hang néu cé thé, dé xac nhan rang thg lap dat da hoan thanh tot
cbng viéc.

Trang 10-2 Phu luc Ban chinh siva 0.7 tir ngay 10.02.2018
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10.3 Bién ban

10.3.1 Bién ban SOP va bién ban chay thir 6ng vong tham thau E06FB133
10.3.2 Bién ban SOP va bién ban chay thtr 6ng vong dan chéat cé6 dac E06FB132

10.3.3 Bién ban kht trung E07FB02

Chwong 10

10.3.4 Phiéu ghi théng tin thir nghiém E07FB05

10.3.5 Bién ban lam sach E07FB18

Ban chinh sira 0.7 tir ngay 10.02.2018 Phu luc Trang 10-3
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Trang 10-4 Phu luc Ban chinh siva 0.7 tir ngay 10.02.2018



Gidy chrng nhan ban giao |Ngui lap: wt
Lap dat 6ng vong tham thau |Phé duyét: Sc

EO6FB133 |2 |Trang:1/2
Kiém tra: Wt
31.10.2013 Ban dw an

Instructions for the correct handling of the enclosed

HANDOVER CERTIFICATE
for the

INSTALLATION OF PERMEATE
RING PIPING

Hwéng dan x Iy chinh xac

CAC BIEN BAN BAN GIAO
dinh kém cho

LAP DAT ONG VONG THAM THAU

1. The project department is responsible for handing out this
handover certificate (in duplicate) incl. the isometric paper
(three copies) to the installation team together with all other
protocols in the ring binder for the construction site.

The isometric paper can be found in the following directory:
H:\Manufact\Protokolle\Ubergabeprotokolle Baustelle
in the folders “D”, “GB”, and “F”.

The project department prepares the handover certificate by
already filling in the information respectively marking the
correct data with a cross, for the following:

- Order number (SAP) & name of project / site
- Article number & serial number of ring piping
- Material & diameter of ring piping

- Visa and signature of processor

The article number complies with the sales article number of
the price list. The serial number complies with the project-
related article number of the SAP order confirmation.

The isometric paper will be printed out in A3 and will be
prepared by already filling in the correct serial number of the
ring piping as well as the name of the project.

2. The other data has to be filled in by the installation team
towards the end of the installation:

- Date of completion of the ring piping

- Length of ring piping in meters

- Name of executive welder/installer

- Name of additional welder/installer
(as appropriate, e. g. in case of iliness of the actual
welder/installer)

- Used tools for the installation
- Used device for testing and checking

For both the last two points it is essential that the serial
numbers of the used tools and testing device has to be filled in
into the related text fields.

If additional tools and device were used for the testing and
checking of the ring piping which is not listed in the document,
it is required to take note of these tools in the related text field.

3. Please use the enclosed isometric paper for a drawing of
the run of the ring piping, see the example on page 2.

It's also necessary to complete the text field in the right corner.

The creation of this drawing is mandatory!

If several welder/installer were involved in the installation of
the ring piping it is necessary to indicate which welder/installer
has been responsible for which part of the ring piping.

4. The welder/installer has to fill in place and date of issue and
sign the document before handing it out to the customer
together with the isometric drawing.

Another copy of the certificate and the drawing has to be filled
out/created for our internal documentation and has to be given

back to Wittlingen.

1. Ban dy an co trach nhiém giao bién ban ban giao nay (hai ban)
bao gom giay isometric (ba ban) cho nhém lap dat cung véi cac
bién ban thong thwdng trong thw muc céng trinh.

Co thé tim gidy isometric theo dwong dan sau:
H:\Manufact\Protokolle\Ubergabeprotokolle Baustelle
trong cac thw muc “D”, “GB” va “F".

Ban dy an soan thdo bién ban ban giao béng cach nhap théng tin
hodc danh dau céc ndi dung sau:

- Sbé don hang (SAP) & Tén dvw an / Noi l&p dat
- Ma hang & Sé sé-ri ciia éng vong

- Chétliéu & dwerng kinh ctia 6ng vong

- DAu xac nhan & chi¥ ky clia ngudi chinh stra

Ma hang twong (rng v&i ma hang trén bang gia. Sé sé-ri twong
(rng v&i ma hang trong ban xac nhan dat hang SAP danh cho
dw an.

Gidy isometric dwgc in ra & dang A3 va duwoc soan thao, trong do
nhap dung so6 sé-ri ciia dng vong va tén dy an.

2. Cac thong tin con lai phai do nhom 1ap dat nhap hodc danh dau
khi két thuc qua trinh lap dat:

- Ngay hoan thanh I&p d&t 6ng vong

- Chiéu dai ciia 6ng vong dwoc cai dat tinh bang met

- Tén cua tho han/tho 1ap dat chinh

- Tén cua tho han/tho 1&p dat phu
(néu ¢, vi du nhu trong trwérng hop the han/tho 1&p dat
chinh bj bénh)

- Cong cu st dung dé 1ap dat
- Thiét bj kiém tra dwoc st dung

Déi v&i cac muc cudi, phai nhap sb sé-ri trén cac cong cu va thiét
bi kiém tra dwoc st dung vao & twong (ng.

Néu cac cong cu hoac thiét bi kiém tra bd sung khéng duoc liét ké
trong bién ban, van phai ghi chung vao 6 twong rng.

3. Quy trinh clia éng vong phai dwoc vé trén gidy isometric kém
theo, xem vi du, trang 2 bén dwéi.

Phai di&n day dd théng tin vao ca 6 & goc bén phai.

Day la didu kién bt budc dé thwc hién ban va!

Néu co nhiéu tho han/tho I4p dat tham gia vao qua trinh hoan
thién ong vong, thi trong ban vé phai néu ré tho han/tho lap dat
nao chiu trach nhiém cho khu vwc nao cia 6ng vong.

4. Tho han/thg 14p dat phai cung cAp bién ban co ghi r vi tri va
ngay hién tai va ban giao cling v&i ban vé cé chi ky cho khach
hang.

Can tao thém mot ban sao bién ban va ban vé khac dé chung toi
lwu gitr Iam tai liéu ndi bd va s€é dwoc giao ve lai Wittlingen.

Lauer Membran Wassertechnik GmbH @ Industriegebiet Speichermatt 9 ® 79599 Wittlingen ® Germany (Buc)




l_/a/u/e/r =’ ] EO6FB133 |2 |Trang:2/2
WS Giay chirng nhan ban giao |Ngudilap: Wt | Kiém tra: W
Lap dat dng vong thAm thAu | Phe duyét: Sc
31.10.2013  |Bandy 4n

Information provided by the project department
Phén nay sé do ban dw an dién

Handling: Visa and signature / Chinh stra: D4u x&c nhan va chir ky

Order number Project/ Site

So6 don hang Dw an/ Noi lap dat

Article no. of ring piping 25 Serial no. of ring piping 27

Ma& hang ctda 6ng vong _ Sé sé-ri ciia éng vong

Material of ring piping Stainless steel PEX PVC
Chat liéu ctia 6ng vong Thép khéng gi

Diameter of ring piping g 22 25 28 J 32 J 34
Puong kinh cia 6ng vong I:I I:I I:I I:I l:l

Information provided by the installation team / Phan nay sé do nhém lap dat dién

Date of completion Length of rmg piping in meters
Ngay hoan thanh Chiéu dai cua éng vong tinh bdng met

Name of executive wglderl installer
Tén cua tho han/tho lap dat

- As appropriate - / - Néu ¢6 -
Name of additional V\(elder/ installer
Tén cua tho han/tho lap dat phu

Used tools for installation Welding device Compress tool Tangit adhesive I:I
Dung cu dwoc sty dung Thiét bj han Dung cu ép Keo tangit

Other used tools for installation
Cac dung cu khac

Serial numbers of used installation tools
S6 sé-ri cua cac dung cu dwoc sty dung

Used device for testing / checking Residual oxygen device Pressure test “TESTO” |:|
Thiét bi kiém tra dwoc str dung May do oxy duw Kiém tra ap suat bang “TESTO”

Other used device for testing and checking
Céc thiét bj kiém tra khac dwoc sty dung

Serial numbers of used testing device
S6 sé-ri cha cac thiét bj kiém tra dwoc str dung

Please use the enclosed isometric paper for the two drawings of the

installed permeate ring piping (see example). Please do also complete
the text field in the right corner. If divers welder/ installer worked on et
the piping this has to be indicated in the drawings.

Vui Iong st dung gidy isometric kém theo dé tao hai bén vé cia 6ng vong

tham thau duoc Iap dat (xem vi dy). Phai dién day dd thong tin vao ¢ca 6 & Z e
goc bén phai. Néu co nhiéu thg han hodc the lap dat lam viéc trén ong vong, e
thi trong ban vé phai néu ré diéu nay.

Place and date of issue / Ngay va dia diém Signature welder / installer / Chiv ky cia tho han / tho 13p dat

Lauer Membran Wassertechnik GmbH @ Industriegebiet Speichermatt 9 ® 79599 Wittlingen ® Germany (Buc)




Gidy chrng nhan ban giao |Nguoilap: Wt | Kiém tra: Wt
Lap dat 6ng vong dan chat co dac|Pheé duyét: Sc
Chat liéu: PVC — @ 7 [31.10.2013 Ban dy an

EO6FB132 |2 |Trang:1/2

Instructions for the correct handling of the enclosed

HANDOVER CERTIFICATE
for the

INSTALLATION OF CONCENTRATE
RING PIPING

Huwéng dan x ly chinh xac

CAC BIEN BAN BAN GIAO
dinh kém cho

LAP DAT MOT ONG VONG DAN
CHAT CO PAC

1. The project department is responsible for handing out this
handover certificate (in duplicate) incl. the isometric paper
(three copies) to the installation team together with all other
protocols in the ring binder for the construction site.

The isometric paper can be found in the following directory:
H:\Manufact\Protokolle\Ubergabeprotokolle Baustelle
in the folders “D”, “GB”, and “F”.

The project department prepares the handover certificate by
already filling in the information respectively marking the
correct data with a cross, for the following:

- Order number (SAP) & name of project / site

- Article numbers of the used concentrates

- Serial number of the entire concentrate ring piping
- Visa and signature of processor

The article numbers comply with the sales article numbers of
the price list. The serial number complies with the project-
related article number of the SAP order confirmation.

The isometric paper will be printed out in A3 and will be
prepared by already filling in the correct serial number of the
ring piping as well as the name of the project.

2. The other data has to be filled in by the installation team
towards the end of the installation:

- Date of completion of the ring piping

- Length of ring piping in meters

- Name of executive installer

- Name of additional installer
(as appropriate, e. g. in case of illness of the actual
installer)

- Used device for testing and checking

For the last named information it is essential that the serial
number of the used testing device has to be filled in into the
related text fields.

If additional device was used for the testing and checking of
the ring piping which is not listed in the document, it is required
to take note of this device in the related text field.

3. Please use the enclosed isometric paper for a drawing of the
run of the ring piping, see the example on page 2.

It's also necessary to complete the text field in the right corner.
The creation of this drawing is mandatory!

If several installer were involved in the installation of the ring
piping it is necessary to indicate which installer has been
responsible for which part of the ring piping.

4. The installer has to fill in place and date of issue and sign
the document before handing it out to the customer together
with the isometric drawing.

Another copy of the certificate and the drawing has to be filled
out/created for our internal documentation and has to be given
back to Wittlingen.

1. Ban dy an co trach nhiém giao bién ban ban giao nay (hai ban)
bao gom giay isometric (ba ban) cho nhém lap dat cung véi cac
bién ban théng thwong trong thw muc céng trinh.

Co thé tim gidy isometric theo duong dén sau:
H:\Manufact\Protokolle\Ubergabeprotokolle Baustelle
trong cac thw muc “D”, “GB” va “F”.

Ban dy an soan théo bién ban ban giao bang cach nhap théng tin
hodc danh dau céc ndi dung sau:

Sb don hang (SAP) & Tén du an / Noi lap dat

Ma hang ctia cac loai dng vong dan chét co dac sé
1&p d&t

S6 sé-ri ctia toan bd dng vong dan chét c6 dic
DAu xac nhan va chi ky cGia ngwdi chinh stra

Cac mé hang twong (ng véi méa hang trén bang gia. S6 sé-ri
twong (rng v&i ma hang trong ban xac nhan dat hang SAP danh
cho dw an.

Giay isometric dwoc in ra & dang A3 va dwgc soan thao, trong do
nhap dung so6 sé-ri clia ong vong va tén dy an.

2. Cac thong tin con lai phai do nhom 18p dat nhap hoac danh déu
khi két thuc qua trinh lap dat:

Ngay hoan thanh I&p dat 6ng vong

Chiéu dai ctia ng vong dwoc cai dat tinh bing met
Tén cla tho 14p dat

Tén cla tho 14p dét phu

(néu ¢, vi du nhw trong trwdrng hop tho I1ap d&t
chinh bj bénh)

Thiét bi kiém tra dwoc st dung

V&i théng tin cudi cung, phai nhap sb sé-ri trén thiét bi kiém tra
dwoc str dung vao 0 twong rng.

Néu cac thiét bi kiém tra bd sung khéng duoc liét ké trong bién
ban, van phai ghi chung vao 6 twong rng.

3. Quy trinh cta dng vong phai dwoc vé trén gidy isometric kém
theo, xem vi dy, trang 2 bén dwéi.

Phai di&n day da théng tin vao ca 6 & goc bén phai.

Day Ia diéu kién bt budc dé thwc hién ban va!

Néu co nhiéu tho 13p dat tham gia vao qua trinh hoan thién 6ng

vong, thi trong ban vé'phéi néu ré tho 13p dat ndo chiu trach nhiém

cho khu vwc nao clia 6ng vong.

4. Tho |&p dat phai cung cAp bién ban cé ghi ré vi tri va ngay hién
tai va ban giao cuing véi ban vé cé chi¥ ky cho khach hang.

Can tao thém mét ban sao bién ban va ban vé khac dé chuiing toi

Iwu gitr 1am tai lidu ndi bo va sé dwoc giao vé lai Wittlingen.
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Laue/r =) EO6FB132 |2|Trang:2/2
e o Gidy chirng nhan ban giao [Nguoilap: Wt | Kiém tra: Wt
Lap dat 6ng vong dan chat co dac|Pheé duyét: Sc

Chét liéu: PVC — @ 7 [31.102013  [Bandu 4n

Information provided by the project department
Phan nay sé do ban duw an dién

Handling: Visa and signature / Chinh stra: DAu x&c nhan va chir ky

Order number Project/ Site

So6 don hang Dw an / Noi lap dat

Serial number of complete concentrate ring piping 27
S6 sé-ri cua toan bé 6ng vong dan chat c6 dac

Acid concentrate | Article number of ring piping 253
Loai 6ng vong dan chat cé dac | Ma hang cua éng vong

Acid concentrate Il Article number of ring piping 253
Loai 6ng vong dan chat c6 déc Il Ma hang cua 6ng vong

Acid concentrate Il Article number of ring piping 253
Loai 6ng vong dan chat cé déc Il Ma hang cta 6ng vong

Acid concentrate IV Article number of ring piping 253
Loai 6ng vong dan chat c6 dac IV Mé& hang cua 6ng vong

Information provided by the installation team
Phéan nay sé do nhém Iap dat dién

Date of completion Length of ring piping in meters
Ngay hoan thanh Chiéu dai cua 6ng vong tinh bang met

Name of exequtive installer
Tén cla tho lap dat

- As appropriate - / - Néu c6 -
Name of additional installer
Tén cua tho lap dat phu

Used device for testing & testing method Pressure test “TESTO" “Line test” |:|
Thiét bj kiem tra va phwong phap kiém Kiém tra ap suat bang “TESTO” Kiém tra duong day
tra dwoc str dung

Other used device for testing / checking
Céac thiét bj kiém tra khac duwoc sty dung

Serial numbers of used testing device
S6 sé-ri cta cac thiét bj kiém tra dwoc str dung

Please use the enclosed isometric paper for the two drawings
of the installed concentrate ring piping (see example). Please e
do also complete the text field in the right corner. If divers
welder/installer worked on the piping this has to be indicated in
the drawings. : ;
Vui Iong st dung gidy isometric kém theo dé tao hai bén vé cia 6ng e
vong dan chét c6 dac duoc I3p dat (xem vi du). Phai dién day du A e
théng tin vao cd 6 & géc bén phai. Néu cé nhiéu tho han hoéc tho 1&p -
dat lam viéc trén éng vong, thi trong ban vé phéi néu ré diéu nay.

Place and date of issue / Ngay va dia diém Signature installer / Chir ky clia tho 14p dat
Lauer Membran Wassertechnik GmbH @ Industriegebiet Speichermatt 9 ® 79599 Wittlingen ® Germany (Buc)




EO7FB02 [7[Trang:1/1

Nguwoi 1ap: Ln/mu

BIEN BaN KH&r TRUNG | Phé duyét: La

3.07.2007 Bao tri

Khach hang

Puong

M3 bwu chinh va dia diém

Khtr tring theo yéu cau cua vao luc

Viéc khtr triung dwoc bt diu béi vao lic

Thyece hién:
1. Théng bao cho ngudi cé trach nhiém tién hanh kher trung
. Ngét két néi may loc mau
. Banh dau hé théng ré rang dé& khir tring
. Kiém tra Hydrowatch: khéng thay béng tron do

a A ODN

. Tién hanh rira bang cach s dung théng sé mac dinh “R” clia chwong trinh va bién ban
lam sach EQO7FB18

6. Tién hanh khir tring bang cach s dung théng sé mac dinh “DI” hodc “D” clia chwong trinh

OO oood

& CHUY Phai tuan thu cac ghi chu canh bao va an toan trong hwéng déan s dung!

Cac b6 phén sau sé dwoc khir trung:

Hé théng thdm thau nguoc | S6 sé-ri:

Ong vong

Cac didm chiét xuét dong thdm thau/ldy mau

Thuéc khir tring dworc st dung:

Ngay hét han Sb lwong

Néng d6 Thoi gian hat

Thoi gian tac dung Thoi gian rira

1. Sau khi khir triing (DI), rira hé théng thdm thau ngwoc (RO) va 6ng vong c6 dong tham thau
2. kiém tra dé xac dinh khong con dw lvgng chét khir trung déi voi:
e H,0, (Thi nghiém peroxyt - Hoéa chét ctia Merck, ma hang 10011) hosc
e Axit peracetic (thtr nghiém axit peracetic - Héa chét ctia Merck, ma hang 110084) hosc
e Clo (Thtr nghiém clo - Héa chét clia Merck, ma hang 117925)
3. Kiém tra riéng |é dé xac dinh khéng con duw lvgng chét khir trang tai tat ca cac diém chiét xuét dong
tham thau
4. Kiém tra nhiéu Ian dé xac dinh khong con dw lwong chét khir triung sau 30 phat ngirng hoat dong clia
mang loc tham thau nguoc (RO) sau khi khiy trung va rira.

OO

Toi déng y ring két qua kiém tra dw lwgng chat khir trung tai tat ca cac diém chiét xuat Ia am tinh

GHI CHU Dam bao thuc hién kiém tra dw lwong chét khir tring mot 1an niva tai tit ca cac

_ diém chiét xuét trwéc khi qua trinh thadm tach tiép theo bat dau!

O 0O oo

GHI CHU Bé chirng minh qua trinh kht tring thanh cong, hay tién hanh xac dinh s6 lvong
vi khuan trong qua trinh thdm thiu trong vong 5 — 7 ngay sau khi khi triing.

Phan tich: Téng s6 lweng vi khudn (GKZ) theo Ph. Eur phién ban 5, chwong 1167 hodc Hwéng dan EDTNA phién ban 4:
phai < 100/ml Endotoxin qua xét nghiém LAL: phai < 0,25 EU/m|
Ly mau: - Deo gang tay vo trung dung moét lan
- Dung con vé sinh van l4y mau (it nhat la dong chay xubi va dong chay ngwoc clia 6ng vong)
- M& van Iay mau va rira bang tia nwdc phun manh lién tuc trong 3-5 phut
- bé day mau tham vao binh Iy mau vé triing (it nhét 200 ml) va déng lai ngay lap tic hodc loc qua
bd loc Iay mau (ma hang 50346) bang khop noi (mé hang 50327) (Iwu y lvgng nudc!)
- Bao quan mau & noi mat va glri dén phong thtr nghiém cé gidy chirng nhan trong vong 6 gic.

Két thuc khir trung: Chir ky ctia khach hang:

Dia didm/Ngay: Chir ky cda k¥ thuat vien:

Lauer Membran Wassertechnik GmbH @ Industriegebiet Speichermatt 9 ® 79599 Wittlingen ® Germany (Bc)
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Medical Water qu cation

e Nguoi 1ap: Hr Kiém tra: Kr
PHIEU GHI THONG TIN TH* NGHIEM | Phé duyét: La
CHO MAU NUOC | 29.07.14 | Bao tr

Lauer Membran Wassertechnik GmbH

Service Administration (Quan ly dich vu)
Industriegebiet Speichermatt

79599 Wittlingen

Germany (Btrc)

Phong thi nghiém sb

Phéat hanh ngay

Ngay/DAu xac nhan

Dién thoai: 07621 9270 0
Fax: 07621 9270 92

ID khach hang Loai may
Ngay/Thoi gian lay mau Sb sé-ri
Tinh toan 0O Cé | OKhoéng — Ly do:
$6 thuing mau Piém Az A e ny aa
(1 6/s6) chiét xut Tén mau Phan tich Nhiét do LF (uS/cm)

O Dong thdm thau O Noi doc td
O KBE (theo 1SO 13959)'

O Nwdc mém O Noi doc t6
O Nwéc ubng O KBE (theo TrinkwV)
O O

O Dong thdm thau O Noi doc td
0 KBE (theo 1SO 13959)’

O Nwdc mém O Noi doc t6
O Nwéc udng O KBE (theo TrinkwV)
O (|

O Dong thdm thau O Noi doc td
0 KBE (theo I1SO 13959)'

O Nwéc mém O Noi doc tb
O Nwéc udng O KBE (theo TrinkwV)
O O

O Dong thdm thau O Noi doc td
0 KBE (theo 1SO 13959)"

0O Nwéc mém 0 Noi doc to
O Nwéc udng O KBE (theo TrinkwV)
O O

1Gl!i chu trong phong thi nghiém: ISO 13959 trén TGEA/R2A, 17-23°C/7d; Két qua tinh bang KBE/ml;
the tich mau khuyen nghi la 10ml

Ghi cht cta khach hang: Téi dong y rang két qué kiém tra cho muc dich thong ké tai cong ty Lauer Membran Wassertechnik GmbH sé
dugc lwu gitr va danh gia trén cac phwo’ng tién lvu div lidu dién ti. Cac két qua clia cé nhan chi duoc chuyén cho bén thir ba khi cé sw
chép thuén ré rang va bang vén ban cta khach hang.

Dia diém/Ngay Chir ky ctia khach hang Chir ky ctia ky thuat vien LMW

P OO000.0,0.0,0,0.0.0.0.0.0000.00.00.00.00.000000.0,0000000000000000000000000,0000000000000000000000000000000000000000000000000000000000000000000000000000000

Dién vao sau khi nhan dwoc két qua mau thi tir quan Iy dich vu

Sé don hang Trung tam chi phi | Ngay/Dau xac nhan cltia ngudi chinh stra Quan ly dich vu

Lauer Membran Wassertechnik GmbH ® Industriegebiet Speichermatt 9 ® 79599 Wittlingen ® Germany (DPirc) E07FB05 Phiéu ghi théng tin thi nghiém cho mau nwéc
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Nguoi lap: Ju Kiém tra: Ln
BIEN BaN LAM SaCH | Phé duyét: La
16.01.2014 Bao tri
Khach hang
buodng
M& bwu chinh va dia diém
Bé tri cong viéc riva vao luc
Bt dau rira vao lic
Thyece hién: OK
1. Thoéng bao cho ngudi c6 trach nhiém tién hanh rira O
2. Ngat két nbi may loc mau 0
3. Danh d4u hé thong r6 rang dé rira O
4. Kiém tra Hydrowatch: khdng thay bong tron dé O
5. Ghi chu thoi gian: Bat dau Dirng |
A CHUY Phai tuan tht cac chi dan canh bao va an toan trong hwdng dan st dung!
Hé théng va sbé sé-ri Ok | Khéng ap dung
Hé théng thdm th&u nguoc 0 Sb sé-ri:
Ong vong + Vong phu 0 0 Do dai 6ng vong:
HotRinse SMART 10-50 O O S6 sé-ri:
trwwéc khi riva sau khi rira Pon vi
Do dan tham pS/cm
Gia tri pH & dang dam dac -
C6ng suat thdm theo gir lit/gicy
Nhiét do thAm °C
Chét tay rira dwoc str dung:
Ngay hét han S6 lwong
Néng d6 Thoi gian hat
Thoi gian tac dung Thoi gian rira
T6i ddng y réng:
* d6 dan thdm dwoc xac dinh sau khi riva Ia bang nhau hogc it hon O
do6 dan tham dwoc xac dinh trwée khi rira toi da + 3 uS/cm
e d6 pH & dang dam dac trwdc va sau khi rira cé cung gia tri. (0,1 pH) O
Ghi chu DBirng quén thyc hién vé sinh sau d6 bang cach khir tring hé théng thdm O

thau nguwoc, 6ng vong, vong phu va HOT Rinse Smart 10-50.

Két thac qua trinh riva:

Dia diém/Ngay:

Chir ky ctia khach hang:

Chi ky clia ky thuat vién:

Lauer Membran Wassertechnik GmbH @ Industriegebiet Speichermatt 9 ® 79599 Wittlingen ® Germany (Bic)
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NGUY HIEM

2 Nguy co ngd doc cap tinh khi khiy
trung/rira bang héa chat

Viéc rira va khtr trung chi dwgc phép thwc hién khi cé yéu
cau cla bac si diéu tri.

Trwée khi bat ddu cac hoat ddong khir trang va rlra, phai
ngat két ndi dong thdm thau dén cac may loc mau.

Sau khi khtr trung/rtra, trudc khi két ndi cac dng véi may loc
mau, phdi ddm bado rang dong thdm thdu khéng c6 dw
lwong hoa chat dwoc st dung dé rira va khir trung tai méi
diém chiét xuét.
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