%ﬁ%%%mm%4%
TRk 264 108 20 H

FHMEFREEEZER (B) & B

EEFBAERXREEEZEE
(EFES - BAERERMEEETEEY)
(& H A 1)

E RS & ORI 2 B E S O BLEE OB\ BT 5 B AL
(Q&A) T2\ T

ERAERR O/ 2N B ERR OIS DO BGOHEESIT >\ TiE, [EREERE
AT AER R ORLEE ORI OWT (ERE 26 4 10 A 3 BT EEKS %
1003 55 1 BEAHHEREETESEE (BRI B4 EREn 8B ag I L) E)

X V@EmLEEZ AT,

S, BEEOTHR BT D EESAL (Q&A) FAROLEY LD ELDEL
DT, HTHOLE, BENBRESR, BGHESICEMWEZZEL EE bz, @ERE
ATV, ZOERICERERE LS. WEEECET.

B, FBHOE LR &M HEARE . ITITHIEAER R ERS0 O EE
—RAEEEA B AEFSEEEESLAE. AANENKESSSE, —BHAEAR
KEEBRERRLLE, KEEFRESE - I VDILL2E, &ME/XX% S
ZELFEER, ML VX A BLHHRRERS - RE (KB ZELZBERUVE

BERIEORGE CEMT AL LTVET,



(B%)
BEZLORROVICETEESEE (Q&A)

¥ EEESEO—MEWETHERE] (R 25 FIEEE 84 B) L2 YIERTOIEEE (B 35

EMREE 135 8) & (R &, [EBEESO—MEPERETIERROEFESO-HEHETD

HEROFATICHE O BURES DB R CBBHE T 284S OMATICH O BRE S ORESC

B4 584 (P26 EEEFBESE ST B, UT EHEER) L ),) X H2HERD [EE

i, EREBSREDORE, PR UEZESMORESICET 2EEETHA 2 FRITHRAL L v

9, ¥, BHEEFICEIAUERD [ERERREIBHAEELROMEFERVGEEFHROE

HIZETAES] (FRk 16 EEEAFBESE 169 5) 2 [QMSES) &, QMSES~DEEME
WERHRES TQMSFHRE] Lo,

1. BEFEHRICOWT

Q1 T#HE) OHEROBRESRIT. QMSESHE 30 £0H5H 36 £FETOHTE (B35

18013485 :2003 7.3 IH) ICESE, EFRMBSORMAELEL LTERTIFEOW SR, X

IREERICOVWTEL LTHATAEEZATI2ENVIMR TH - T, Bk at FARICR DR
FEBTHE L TVWDIBIEZE LTIV,

Al BROLBY THD, RIS TURBELORHARICETIREZATHEN VDR TH -
T, YERFARICEIRGEEEEL TV AR L, QMSHEICL VREFFRRE et 2ROBEAEE
FERAT S Z L A FTREARMIRR B BT 5 T & Bl AT BREMBAREB O —FRITMALICRFE L T D 23,
REBRICET ATHEA B TAENREERE S ot A kG L RHERICET s B RS
LTWABEFMBBNCHIE, ZOMEROBTEZBRET DI L&D,

Q2 IAEIC XY BECHERIIBAEZ 21T T 2 B O%4 ., ARENIFRIEEOME M T£
2B BT o L FEEORA IATR] ZE L TVH 8, BHEEAICRBW T L MFREVRE
BRI L TEEZHE-> TV L 5T, SREERTOMRZFERT LI LTIV,

A2 BROLBYTHD UEFEFCBO THRAMBERCEL TQMSTREEZZITHZ LA TED
MiRRZ2BEKT D L, 2B, BEITAFRIUIFERE S A172dh E(B(Kk?é FHEARE AR
<, ThoT, FORBEUNCRHAMEEZBE LI LICLY, BEORHHERICEEIZAET
6ﬁ%ﬁém@ D EEARE & B> TV BEAEIZ W T EREIRER IR =

W R T < | BIERFBRIC %Lfﬁ&%ﬁf@%@mémaf&or\éﬁ&ﬁ%%
m%%%ﬁ%%ﬁbfmé%m%ﬂﬁﬁé:aktéo

Q3  [E&EF OBREFIZOW T, REBERICE L TEE2EF THF OB AR THZLITRD
B, B L ICREOBGERTA 1 PETRE SN D LW I BT IV,

A3 BROLBYWYTHE, Z<OHAE1MFERETHILICRDLEZZIDND,




Q4 —ODER FRFE) HFEZEOHBIZOWT, BlEAL RS 2 DA ELENLFNEFNER A
BMALTEY, MASNAIERET LICENFNIEABRFBRBEOREEEZE LTS, ZDHEA,
WEZHBIZOWT [3%EH OREFTI 2 D FrREET A2 &2 DD,

A4 BROLBYTHD, BifmBICE L TRFIOELZE TRV EESNIT, ThENB&HE
THIEERD,

Q5 EEREERIZOWT, REFE1T O RUEFTA. Ef’é%ﬁjf%wfﬁlmif:é@ﬁlﬁ (LAF T=E7=
HHIT) & H,) X EE] OBLEFTEE—THHEETH-Th, Bk, 585 oflEmrs
L COBGENNLIEL72DD00,

A5 BEITHRETREI L Tk TEREESRREE) 0T A gl RERMRELEE) & L TE&E
ENna®, BEC ERESREE) L L TBRELZZT W AMEFFchHNIE, ENESROREHC
B U CRNRB G Z Z T ALEEIE 20,

Q6 FRFHEAT I MERR P BLENRGEREE O DWEERE T 5 FIHFT L R— D& 1L, BiERT OB k3
FREESNTWDP, HZRICBW TR BEET O BEEINE IEBREORB L REL DD
il

A6 BERTOTTEEINE OITEE L L TORE iﬁigf“&;éﬁxﬁx#ﬁﬁ%‘é IR D EEEINES
ERISOREEZHATHIEIZL TR Z &, 2B, Z0HE, REHNIHRD QM SR L BLUERE
EHOE-DBEZAITOEBII TRIT LI LICBETHZ L,

Q7 BHEITOMENNERFGEETDOT 22 G T2EBHONEICH Y FIERER 5
AL, HEIER OB MLIZT R D DD,

A7 FIEHMREZRZEE1T, BNCRLERTE L TORENRLEL RS,

Q8 WHBAREBO—HEMOIERIIEFT LA, FXEOERZHEBET S 2 L ANKERD
RADD,

A8 BEFAREBO—HMEZZFLLTH, REAME T2 X (ZB D RIEDPHEN LD b ¥ FFET
THHEET. BREEOHRZHIBRBERT 5 LETR,

QY9 —oOER GBFE) HFEEDMRE Tho T, KIELABS RS ZHHHLTHNWD AT
s A7 LD [ 2T Mda) DUWT, ﬂ‘iﬁic‘:ﬁﬁcﬁ’:ﬂ)unhﬁ%f}@iﬁ RTEMSN TS0,
7 LB OBRFHIE L TIEIAREORFHIMROMERICB W THEEEZ B LTV 5, Z0HE, erJ
- DELERTE L TR EDOREFHIMD IR Z BEHT 5T L TRV,

A9 EBEROLBYTHD, Hlzid, %m“ﬁzumté/x fh & UCEREHBRREEN TN TV A
AThHo> T, KEDOERFHIMBRDMERIZIBNT, VAT AF &Uﬁ%uu@ﬂnﬂﬁuﬁ%@naﬁiﬁv&@é
nTEY . 4E TL@TQMS’%’%%?)O?&{PE%SGi DERFEBIBRDIAEEZIT S Z & A
RECTHIVUL, AEDORERFHARD IR N AT Lfh & L’C@nxﬁrﬁ'ﬁ%f BREZETHI LD 78,
Yk (555t OBERRE L TR TINERD D,




Q10 IAERICXVERCEARNIIRELZ I TWBRBIZ OV TIE, BB X 0 8UERT (—&KER)
& LTHAIRELZIT COARERO 5 5 BEER (RREGOBRHFERZRUTRLE,)
COWCEEMICEEE AT oMER% (2L T) OBERTE LTRET DI L TR,

A10 BBEREHHMERD DL, MEERIGRD BEFHELEE 2 TRE TSR
B L ERBEP EL OHEIX BEIC L VR IR ELZ T BERTO T 6 T 2 DML T
DEUEFTZHET DLERD D,

Q11 EFREBICLoTiX HAMT) LWIHREBRLERVHENH L2, RERNZRMESTES
BB DOHD [E DML T) OWEFT L L TEEBSLELIRD DD,

Al1l BEFRESEEL. HFTLHVWbWY3E AN T OHZEITH WERT LIRS 20, BEE
R HHHERD D B, WREROBEEHEZEE A, [ECDM T ITRHT DB BED
i d, BENICE, YA ORSEERICOVWTEENICEHEZA L, TO7 a2 D
NEBIN, QMSTHEBICTHELERO o A2HMATEI 2, QMSHAEIC LY RAFERS
0 2DEAMEEIEATS Z LS ATRER RIS RS H T HMER TH 5.

¥, BEICHTAIEEEZAT D OO, BEEEREN R AEREOLEH T HEHBATICI OV T
12, TEEHHMSIT) ORERTICIIR ST, REEREF T IROMRPBESR LD,

Q12 A7 IOBEBIRICBWNT, A7V MIATHTREL, Thi B LEFPZITANTT Y
RY =BT —FTMIEEH L, BRERLE LT, Z0%HE . BIHBIRWTREERDOREZ
BT HMERE LTQMSHAELZIT 2 2 L NFREL 725 L BUERFEHE S HWTT 5 O THNIE, B
THOHE L DML TORERF & L TEET 22 TRV, Aok, WE TR, B ibER o
BEEZITTODCTHTITo> TV D,

Al2 BROLBY, A—0MGEERICEEZET M8 (QMSHEL) NS TERORIERT)HE
o THRGEZEHITHEAICE, FAIE LT, MGEERIZ OV TEANCEEREZF T O s L
TEVREHEEZONDIREFZ 1 1 FTHELTBHRTAHI L TELIAR,

B, ALEEBITHEOQMSHEBERR THIHEIL. TNHOILE > bREERORLELZET
AEHETICEYTHTESY (58 T) ORERFTE LTHERTALERD D,

Q13 UFTOLIRHEHICOVWTIE, MEZESEMTTS TRIIMOEFICEELTCONDE, AT
BB ERICG S TRICESEMEES LTRY 0 FENRELEZA LTS LHBTEN D720,
I [E2HMIT) ORERTE LTREL THWD,
(FEH 1) BEA LTI MFECELT, BREROEENRBEEZALTVIORATE TH-
T EBOTE WEISEOMIAY) IMROMOEE (SBMTES. MISHBEE . (LEk
MEREER L) KEELTWAEES (ATHBICBIT 2EENREEIZ OV, hoEE TiiES
N7 R EZANBICRERPIE DL ERT 2HEERH D,)

(FEHI2) NFEEFAOEERBIRICOWT, RS BI0HE TS L, EFRESEOMIC
3 bR 52RO R RET A RFERETIREL ATENERL TWAHEICRBWT ALE
DELERIZ AT CEENRBEEZA LTV 56




Al13 QMSTHAEVPATHBIZBWTERMARETHIERICIT. BEROLBY ThHD, (-34S
T) OEERIT, BETRONEDALATEZ 20 TR . MRERIISWTEENABEEL &S
AR e BEFETH I &,

Q14 AV ERERICIR 2 BERFTARE G, WEHCERIER SR CELEIRFEB IR 5 B
TN OWTY (AL 21 4 3 A 31 BAHTEABREE 0331002 FEASBHEEEAMLRFEET IR
EFBREATHERBHN) IR AMATERBHBICEETIRBIZOVWT, ATH T
fEk TREINTHEEA T EAE DR ETREEE-GE L LTV, Z0BE, &iElheiEd
DI DBERIIARE L B TIUVh,

Al4 BROLBY THH EMEEOHBERIIH L TEEZAE LTV 203K AHERLED
¥HALHETHNL, ATH% TE7-H83T) ORI E LTBREALELRD, 27170, £
R OWT, BlEEMOERESE & L TRUERFE T 25613, YERBSRITRBEEN LI
DG, YRS OERE RO TIIHMRRD (72547 T) 4 @iLﬁwﬁﬁmME&
5,

Q15 EFESEAELEBRENLRLVAT & IRWT, AEITATE, #SIEBIETEN
FRELELTRY, ZOMBOREERN S CTHIC = GA) Sh, RO ETHESZ L
TWb, VAT Afh uﬂT%%m%ﬁwﬁbf?gm FEEZHLTOWADITZATIBICHY . AT
b B IBIARERBY OMROBEZZFE L, TN ZHTICZT AN TV A ASIREE
PIEENZATOh TWS & &i2id, [E722M T ORBERNIA TS, ENICRIT A &EKEERLG D&
& UT MRE] Lnd,) OREFNICIHZ2ZTNTNBETAZETIVh, 72, Hkinz
B THETHE L TWAIEEIZIE, BITHEIE MRE) ORLERTE L TRENLEN,

A15 VAT AREE (RS OREERIZOWTEELZETHALEN F-5852T) @
BEFT L 72D MR RIBE S THIL, MEORLE TH LB THEOBRFIIRETH LA, K
B & RFE L TV DR 2 B TH CIRE L TWiuE, B TG NEE ) ORUERT & L TREDLE
2725, ¥, MRE) TRETIOREMICIHERET I LTI, 2B, e TERFES
ZOWTIE, QL4ICXV T2z & ER25,

Q16 BEMNMDD (Medical Device Directive) D4 ED EFEESRHIH T, Legal Manufacturer
& L TR Y‘f‘f%%%%ﬁ:@ﬁ’o TV DBk EASEHETTOREET VIR RTINS REE
F)BFELTEY  ZOMRIZBW T EZRAE ORI TEOHHFCTIREERSEORELZ AT 5,
Lo L7eds b, Hizhiskl ji;ﬁzl_&()‘ Rtz EH L TR LT, R RUEEL & HICURMEEET O

MOBLEFTPHISHICRFE L TWBEE, YR OBEIIRE L EZE XTI h,

Al16 BROLBY THI KHFRVCHEL T TWABEENDBET REIBERNEHETAI &,




Q17 —dmB&LUTHER GRRE) HE éﬂé[?"?%ﬁ%ﬂ IS TR EERIZOWT, BROTE

(ATHRUBIHETS) CRLMETREEZITIRADHD, 20L&, ATHELBIENED

W T ET DML T 21T O R TH HHEEITIL, :—E’lEﬁZrﬁ: ECRATEBEUBISHOmMEOITHZ £
Te BHASIT) OBUEFTE LTRETDH I L TR,

A17 BROLEY ThHDH, —GmHE ThHoTh, BHOMEH AN [E-5H2T) & LTEERNES
WCRABZERHD, BB, 20X ) REAIIBIT AARRFEIZEERFE~ORH FECQM
S D F LG B E MOV TR ES T ETH B,

Q18 TE/AMIT) OREFMMAMETREO—E FIZIE, ~Vva—F 7 FEHla—
4 V7, BEMTAEZR L) 2R LT BE8H 5, Bithkolk T, HA0REICEEL R
ETRBENOH L TREERT D, BEERICOVWTEENRELEZA L TV IDOAEFETOR
ETHIVUE, FHREDHROBEIIFRELE XTIV,

Al18 BROLEBY THD, BFHEDEREBHETAZILIFIRETHAIN, BEIRERZEETICE
WTHEHENCEBTAILERD D, 2B, BIXEENETITETH-> Th., ARBEFEIFERFEI
BOWTHEZMR TS T AR OREREOTEHNMLE L RDEENRNLHZ EICEETDH I &,

Q19 HLERFEEANGIEADOBIBICR L THRENREFLENTWAHBIZBWN T BIET
IE—EORETRY CTHICEFEL TWVAH, ERAKBEOHFTHEIZIB LB TEBRL TEY,
BEERIZOVWTOEENLRBEEIBIERALCWD, ZOHE, 1F-5HMT) ORERE
LTk, BIHOAZEZBET D & TLh,

Al19 BROLBYVTHD, BIBIIBOWTHBEROEENRIHEEZA L TEBY, CTHIZERT
LEZTRIZOWGEINCEREZIT O o L, Uik (BTH) o452 QMSHEIC LV EAHE
EEEAL 5 A0 THNIE., CLTEBORFIIRETHH,

II

Q20 WhWwiOEMEH (Original Equipment Manufacturer) (ZBWT, SGICHT 2 EFEZ
AMIZH D HOD, REHRFE, BE NV F—Ta v, REBEL CORHBRE T 0 ADOERTEE
ITOEMETHDBDOBHEAERL TV D, ZOHRIIEDL L DOEAD R ZHFTORERT & LT
BERT AT LV, ’

A20 BRHBEBICBELTELREZAETIENVDLER TH> T.QMSTHEICLVRFAFET 2 A
AMEATERA LD AlEsk k. TR OBGERTE LTRET A Z LIl d, AEFIZBW T
Bﬁmu#%%imtxmﬂﬂﬁo YRR ICETANEERELZToTWAHDOTHNIT BT
XY B EHEE RO AL TR BALOMERA T5REH) OIS L 2D LEA LMD,
R, EHBOEZFIIRNOFEIL L VA RGERDHDHOT, EREICED X I REFZT-T
WAL, ZTOEEEFELTNDDIEEDENEIZL > TRET N BUEFARL 2720, HEFE
LTS T L,




Q21 HERFEEETHIALTREEEERLR AN EFXEZZ I - BB TEIESH
TeEFE#ESE (BRES) ZENC TERERORE 21T H CARHFTHIEEZITV., HEmL T35,
DA, BFESLEOBHOIERZEEFTE L TRET D I EANMEDN,

A21 BLEEEZEL, YRR IEEERICOWTEENICEERZE TR THNIE
ok % [F7- 58T O)itzaﬁk LTRETAIVLERD D,

Q22 AfHPHIEADOBTIE (Bih) ICHRFHE, MAEOEHEELEL TREZKEL, Biick
T HRGER., BEATH D CIH (CH) ICBEE# A L THRE Lick, ALOATEREKIE
ZEITRS, ZO%RE, BISIMERRENCARERBVICEIET 2 Z L2 RIET 250, EfH#SE L
L TRMEH7Z2EE, FERTCEEEIZOVWTIZ, ARPRIEL TWA70, ATERN 1825,
TE7Z DM T RO MRE), CTH2 RE) & L TREEDBRENRLEICRD LELXTED
0%

A22 BROFEE- AL, BEERT o 2SR T 2BEOFTEIIRRIBERH B0,
SR OMEREFREIIREICHRN T2 2 L AR LEKEEN AR B OREEZBIHT
ET2HETHoTH, BLBICHBW TREER Y 0 2 280 TIME ORE T2 AV Tl A
WIS L, BISARGERICHT 2EEZAT 20 ThHIE, BITHZ E 5T nkbs
Fre LTBET DL,
a8 ATHIZEWT, BIGTHW2EMHHESCTROMEICH L TATEPEEEE T o2
ELRMBEBUCOVWTRENREELZA L, SHIERICHT 5 QMSHREIC L Y EEELZIEN L O
LZOTHIE, BLEHZ ELHMIT) ORISR L LTRRT I LRAETHD,

Q23 [FEZAMET) OELEFTE LT, MEERICOWTEEMIZEELH L TS E5ERTA D
SEFEZTIT TRBEZITOMRIIBEARELEZ TL W, E7-, EFREIEAEOES (3250 B
EEICRBITAMBRERE T ORI E D D

A 23 FREOERMEZRIET DWEE RISV, Bk ThoTh fﬁ( | DlE
FTDOBENPLETH D,

Q24 [RECLLEEE TR - RERDOEFOFTLH LT, Ui (ATH) Ta
ERORREAT 2 2RI OTERR THIG~OHFPHIE 21T 5 HE1213, ALY CRIEREG O B
EAAThRWZD, QR UFROHEIT 5 2O HRAEZRE T HERIT. BHRAELEL TLY
PR

A24 BROLBVTHD, LEL, BREKEZRET RO D b, TH~O AR ERIC RS
ZHRELTOVDREZBET D 2 &, 2B, Rk CREOBRTERBOME T —HRETDH DL
DBFTNTHERDBRFIITETH D,




Q25 [HECIYEE. R - FERSOIEREEORELHTHHEFICOVTUL, BARNER
HET AR OEEELTo TV E LTHRERELE XTIV,

A25 BROLBYVTHD, BRIV TRERMRBZEETIHERD DB, B~ HAFHIERIZ
MEEHRE L T DHERDS TRE) ORERTE L TRERIR LR 5,

Q26 FABWAERERIZOWT, RISRICHEET 20 2 EFEOEFEIITET DO T2,
CBHCAV IR RGRICEE TS E LA ZERTHEREGK L TIHERE LTLLR
BHOBETRLIIZLRNIERHLIM, TOLORBELFREIRL LTRYVED 2 LIXF6E
D%

A26 EKEFOBAIHRBEZEBEORBEL L TRVEI L THRELEZIT- TV LI
TEDHH, FETRICEL QIR ZHAERLORKBMROBEICLYVEXFBERDDT,
BNCHIETT 5 Z &, BRI, IBEIC K 0B (—RKS) OFFRIUIRE 237 - IERT
BEARIZRDEEZTND,

Q27 HEEBMRIT. IHECBWTHREEEOHF I IIRENRRETH - 20, WIER L BER
LB Dh,

A27 HROLBYTHA,

2. B& (FH) WETFH

Q28 HLEEOBEHETIT IBRELZIT LD &+ 2REFTOBEFT2H 52000 LK) OB
B L7 AN (FHETHAE I4E09E2EES B RUE 11440 155 2HE 3 5) . BeqmpH
NhNaA O ThIuL, BEfHmENOERNICEIT 2SR HEOFEME R LEHEIIARELEZT
R AV I

A28 RHEHEAZTLEREERMAGT D2 L TR, Fl2X, BoN ORGSR & 722 D s o
Db DRBMADBENR LR DHEOHZTTOORENZZIDLND,

Q29 %R& (BH) HFERIIRWT, BEINSREF TH D I LITRERBIND D5,

A29 &G (FH) BFICE LTI, B8 (FH) RHEE0RMERHCE SR (BH) Sha,
2B, BETRSEERNE I DOV TIE, BEEIITOAS QM SHAEICB W TEEOEBEN
BIEOXHMENAZ LIRS,

3. Tt

Q30 BRGNS S CEFRMEESE CHER Sh TV A ERERBERICOWT, KR GRRE) FHDZE
B, UHERESR L EE SNERBIC A= a U7 v 7T 5174 (AFETAICHED NEHE
ERDAHEZ L) ZERBEE% TITO T LIXFMREM,

A30 TRETHD, 2L, EFREEETESZTT O ROEANLRFREERZIT O HEOERHSE
FRSIRGEEEDED, AR D FHELEBY ORNFICAN—Va 7Ty 7E3N I & 2 85ERE
EEOEEOG & MEHIEEZIT) Z L, 2B, ThbOFHEOHRHIEDRER EDILEIZD




WL, QM STRBEZDRICHAEEREZDORDAH -2 HEITIT, EHICRHTESLSICLT
BLZ L,

Q31 EANLERESZEAL TRERELL S LT 556 BARIC SZEREBRNBEED
RETHES W OBATORERICRIT 2 HFROREBIIETZ L2V ),) BUEIIRD T
EBHDHM, O XD REFREESEZWMATORIERHTIZIRE L THESZITI 0 TIER BROR
FRELERT (BRRRGOREDLZITIREN b EL) THESZIT O T LITFHEEN,

A31 FEETHD, L, MERFEERIZBWTEMARKIIRBIT 2HEE0FIEEL EENICED T
ETIFH 2 &, B, INOLDOFREOCHMHEDRE/L EDOXEIL >V TL, QMSFTHAEZDE
REERFEEORDP DS TZHAIZIE. EBICBHTEAISIZLTELZ L,







