HEAEFKO0301E11E
T2 5% 3 8 1H

BT R

e

BEAGTBEEERERR

AT =T NA L baT 2 —FEBEEDOKIEIZ DN T

HT—TNA 2 hNaT a—PEBEEZOWTIE, [IF—FALA1 v baF o —HKR
EEDHRIEIZDOVWT) (234 3 ASTA T AR EIBIHE2T R E A FHE ERA D
REM) CXVRLTERLEIATHDIN, 4. BATERKTHAT 326 108K
EENTEZ LT, TROLBY YEAREELZWELZOT, #TH0 L, HENE
REIR, BREZTE~DRMBBREV LIz,

PR, ABAOE L AMIITEIE N EEGEF#RRABIEHEER, AAEREREE
EEEE \%@E%ﬁ%-1VDI%%%E&@%Mey*xﬁéﬁﬁ%ﬁééﬁéé

FRi TN 5 2 & 2 LIFR 5, B E,
;7 :
L{_ i A, %"?’%:;
'! ] %
= {25311 )
F S ;
%ﬁ\@ /‘%’AX
1. WEOARR o

AT —=TNA Y baT 2 —PERBEMEEIZONT, BATERKT 326 1 PHES
NIz Z BTV, SN EERUEREFEEGET = v 7 U A bORREERSEIC LY, B
WOLBYABEELZRELZZ &,

2. AREEDOTNHEHEMOBPNZDONT

ARERED TEAEA) YT 20T T A v haTFa—YEREETH- T,
YZAREEIEE L2 b DI 20T, BEINCRE,. BOR OE2MER+4571
DTHDI & ZRTERDREINTZHAITIE, YHERHIESEHEELXTI LD TH
HT &,






3. BEARLOBEHFEWIZONT

BRIZARBERICESEAREZIT WA T T A beTFa—H0rbH, RiF#E
DAERBEEITEE L2 DIZONWTIE, WEZOEGEEICEA S D DERE
H—HEEAREFZRIT O MBI RN &,

AS N "@fa/-\é BT, % nﬁ’aé IZOWTA4 T&ﬁbhé%ﬁ?lﬁw-‘ﬁwﬁﬁwbﬁ
3. TEREIFROBERFTARRFBIC OV T (FRITE2 A16 B 11T EAHE50216002
%gi%@éiﬁﬁmﬁﬁLﬂ);%Wér%%%@ﬁb( K EEERNEA) | ORR
WETRB I LITEET A &,

1 FA A B

ﬁﬁ%@3ﬁ1au%@ﬁ@ ENDLERATAZE, 2L, ERR26E2 A28HE T
OFIZARRF SN M BIRIAREE I ZOWTL, 2BHERTOFIZCL A Z LT
Do






EURGS

BT —=F A v h T o — PSR

HEIRB 2B ENLE TEHE CORBIC LV EEFBRENMEET 2 EETHE
TSR, EEERERR RO RERWA (PR 16 FEA S EE 574 208 B, UT [~
TAGRRER] LV I,) BIRELIE B SICHET D URANT—T A v haT 2 —
PFy MZOWT, RO LBV ARREELZED, T 25E3 A 1 B LEHT 3,

AT —TNA v haT o —PEBEYE

1. JEA#EEH o
7T AGEERIBET D, WIBAAT—T A v bhaFa—Hhky 15,

2. HfrEiE
BIAE LICEET DI &,
3. ERER., PREUISNE

A, DEEUIEIT. AT —T AL L. KEWRS C BB R
FENITRBE ST TEBETIRIZ, 1T —T VEORAE I ZERT 55D TH S

NP
4. FEARBEH~OEETE

BRE 2 1R T EARE M E A
B350 THEI L,

PEF = v 7 U 2 MCES % BT E~DE A3 5

5. FOfh ‘ |
g, fEAE. RSN FEOERES AL DR AR OV TIL, &

EBTHEE L2VbD ET 5,






RIS 1
BT —F A v T oY IREREAE 331 B e E e

1 JE AR
:®%@@&%ﬁ%ﬂv'EM@ﬁ@%#@bﬁ%ﬁmwuﬁﬁﬂimméﬁf%ﬁﬁééﬁ
AT =T VEDBABMEERT AL EICAVDIIT—TNA L baF a—FRUFOBAE L L
IIREE T ARICHERT AH8RICEAT 5, -
2Ly ~NY TV e X - BEOEYHRFRERER WY — 24 v e T o — I iE A
L7220y,

2 Bl
W%ff’é&i’f:nﬂ@iﬁfﬁéﬂéiﬁﬁé (LJ\T S LD, ) EBIAT 5. 5IATAHKE
DR L RFEL EOGEIIE, ARUIAEDHEELERTHZ LN TE 5,

- ISO 594~1 1986, Conical fittings with a 6 % (Luer) taper for syringes, needles and certain other medical
equipment -- Part 1: General requirements

+ ISO 594-2:1998, Conical fittings with 6 % (Luer) taper for syringes, needles and certain other medical
equipment -- Part 2: Lock fittings ~

- ISO 7886-1:1993, Sterile hypodermic syringes for single use -- Part 1: Syringes for manual use

- JIST 14971:2012, EFEHERR— VU X7 <3 2 Vv b DEFHERR~DE

- JIS T 0993-1:2012, EESRBRERDOAEMFAGFIHE—H 13 : YR I v FZ VAL b7 reRIcRT 55T
i Rz U%AR

- JIS T 3252:2007, MEEXRAER, F=—7 RUHIES

- JIS T 3261:2012, WHEFEH AT —7T VA v baT = —

- SERETRRFELE 0330001 53R 1748 3 A 30 A, FERER Ol K& Ok &0/ A SR E D —5
ZWIET DIERORATION: 5 EIEA, EREHREOMEEH R OWEERE (GMP,/QMS) 1245
BEROEROFIEROYFEICOWT FA4E F4 WEANY T a v EE OF BEEAY
F—va V] LD,

- FERFRIE 0301 55 20 B R 24 4E 3 A 1 A, EFREBOBISERFEARHE
MR O EARTE 2 FiZonT

!l

FIME R YR

ﬂ!l

3 EHE
31 AT —F A haF 2—Y (intravascular catheter introducer)
BIE~DEAZBEZICTREDIL, AF—FNEL L HICHVWSND L 9 ICBe S -k,
Y2 brTa—Y (32) RUFAL—F (33) 2{AAabEELDOTHD, —REHE
RUSEEHOLHZ, B ISR, 72720 B 113, —ROEEER VA ERR LIZ—FTh s,

< : s
3=




—
-

b) B—nF 7B HT—F A T a—Y

!

I

|

1

R
jgga | ;ii‘

c) IEMFARKZOYA R7—LfFEMEHR —AL v baT o—

' 8

1 g\ - /‘
4

d) B A 7B~ aT a—

o

.

<
\z
e) XA L—&
1 Fvu7 5 YA RKT7—A4
2 =R 6 YA K7 —LEESE
3 U RAAREKEOUEmA 7 NT
4 MT—=T 4T 407 FEA YT 8 BFES

Ay
| 1 BF=FNA Y N aTF 2= ORRE UGB O4 ]

32 3—RA 2 b5 22— (sheath introducer)

—EENIE S A L—Z IS, FA LV —FZEBRELERBICHA RUA Y, BT TN EL2H
KICEATE BREMDH B F 2 —7, EMFMFNTVEED, FA RT—LB3HFNTNE D
D, —ADRFETEBE—NFATEALTDLD, BT —TNEOHANZ 2 EHUEL 2 LD,
BAADOE D, ~—HEbDObD, TV iz TENTNDHD, —RZa—T 4 T &l
rbD, U—RIITL— FE&EEZ L OLDOENRDH D,

33 ¥ A L—# (dilator) :
—ZRA v aF a—Y LHLEDETHERTA LR ENZ b0, o, HOHEZILE
L. MEIZHEAT DR



3.4 BEW (patient end)
BEIRAT B UOBERO S

3.5 A%hE (effective length)
FFIEATE 2ROR X,

3.6 N7 (hub)
VALY NBTF a—YXEIE A L—F DFTTIRIC B A, S L —&F LT LR —{kE
R2THEDLH D, :

3.7 Fv 7 (tip)
PER O BE A SeiR,

38 a—F 4
BARESE~DOWERZ R Z IR LT, FbE 2 BRI BRSO LSRRI B &8 5,
BBIAER BN, BLIZHT—TNA v e T a—FEEICEER BT A0 L 5T,
e L. LT & L7egaid, AEEOHEANSATh 5,
- %@%%%(ﬁ%ﬁ\ﬁmﬁﬁ%ﬁﬁ)%%%Lt:—74yf
- BRCAER S a—TF 4 U T EMB X B R A{EEEN SR b a—TF 4 0
- BRI SN a—TFT 4 T LA BR R A ENSRA B L ra—F 4

4 ZDRII
4.1 — Ry ERFE \
EIFET: (STERILE) & LTRAUHEEND AT —T A v b Fa—Fid, [HEAY 5
=V VR IIEREU ORI LSV CEREMBR SN FETHE S .
BOWEBIZIBNT 42 525 48 IZEE LARTIUIR B2, 2k, BBRiCAW A3 EHT. Bk
XL 2R TH o THE LI Z 20,

42 EWEFENEEE
JIST 3261 D6 (EMFHLLMNE) ILFERTH L,
85 EHEREEEZER L T 285481, BT0OEEER OW/THANCHES .,

43 F@E
JIST 3261 © 5.2 (Em) WWEETHZ L,

4.4 BEAEGE
JIST 3261 © 5.3 (EBRHEHME) ITHETHZ L.

45 —AA v baF a— & LTOMHE (HEE-HiE- A%t 1T+ 5ER

451 V—AA Y FaF a—FOfERE '
JIST3261 ® 541 (—AA v baF a—HOMEME) ICEET5 L,
,ﬁﬁ\ﬁ%(w7w74y?4yﬁﬁﬁxby7ny&)%%&ébfwé%é@\%ﬂa



FEw, BIRSEIZOWTEHMETAZ &,
452 iEiFFOMmEME
JIST 3261 @ 542 (IEMFOMEN CEHAETHZ &,
453 T
6 YL T —T — A (HR) BIC& 5& BRI LIEANT %ﬂ#o . JIST 3261 ™ 54.3 (/\
7) CEATAZ L, ;
BB, EREZEESLTWAEAIE. TNHOT—SHIZ oW THEHMET 2 Z &,
4.5.4 FEHTHREE ‘
JIST 3261 D 5.4.4 (EHHRE) @& THI &,
2B, ERELEGLTVIEAIT. Thozaw, BREHIIOVWTIHET 52 &0
455 T v ABREBNE
~ JIST 3261 M 545 (T v 7 AHAREEN) CEATH I L,
45.6 &
BMOIER P BT AEE1TIT. JIS T 3252 M52 (K& . 5.3 (MEM). 54 (ikEE
FIEAR) KROS5 (B () T () »A (BR) A, BER, #ESERUEE OB)
WICHEAETH L,

46 FA L—F & LTOMHLER (’ré FERE-EOME) ICBAT 5IEE

461 N7
JIST3261 M 551 (N7) IKEETHT &,

462 A (R & | |
JIST3261 552 (A (BR) &) WKEETDHI L,

463 FAVL—FRUONT EHA L—F L OESTRORE
JIS T 3261 D553 (FA LV —FRUNT XA L—F L OFESHOME) [ZHEeT 5 &,

&%\Afeﬁ4vﬂ5awﬁmﬁé%%ﬁt@w%ém\%@%@ﬁ&ﬂﬁ%%<o

4.7 BLERGEIEE DD {ﬂéhé%iﬁ
BIERRSEHEEIL. BIICED A FEE (BEFRTEER) U\% . UToBE#RERELT 5,
B, Ihbi, REECEIPICHIR L3t CCOFRIER BT 45,
a) BT —T A v baT o —F0% A AROEFR
£ (ID: Inside (3% Inner) diameter) K OVEZIE (Eﬁ"ectlve (i3 Usable) lenoth) 7277 L
PERIZS U A— ML (mm) CRTER, 7L F x Jz—n), A F, */*~—/f*z?%%
KHRLTH L, £, NEORDVICHEAD T —TVEDHEEZRLTH XU,
Bl T/ ABRRHEREICETAEROEDD L LV, ,
FER2 7LrF x Uz—A) & P, “ChE TR D, lmm i 3F(Ch) IZHEET
B, F—=VIXGETERLT 5,
b) HA RTUAYEERTBNTF—F A v kBT 2— P> T, BAHA FTA T,
(Maximum (X% Max) Guidewire (Xi% GW) diameter)
o) BLEEE TSRS
d) fEFHIR
e) TEJTE
) “WEFEH"DE



o) “BfFEHEEIL"DE (7 4 AR—F TV ORIIIEHL2V,)
h) #& (AV%)
i) WEEA D
E Y SRS IELER S A EEEA 2 ER L’Cb\éiﬁ’?é\@ D TS A DFRITNE
EL72W, 72, BEFEAORDVITERASBREZERLTH LV,

4.8 FOfi

41 236 47 IR TESRFEIIMA T, BEORUEMRMEKELSE L. Rt FREsE,

RO R OFHEICIS U T, JIS T 14971 129 o 72 U A7 SATic B0 X BEAGR &L & DRt %47

5 & &, REENHRRINZTIE R0,

BRI ANEEEHOMRARENIIE, LITFRB 5,

a) A—T 4T , :
BRREIC2—T 4 V7 BREENTVDBAE, 3—F 1 /2l LEEF R L, o—
TAVTICEVHIF SN AYEODE B2, BEE) R33N EMH, X5z,

+ REWER S D WVIMEERNICEE S22 A T D a—T 4 7o T, EREDY 22
_MLt:—T4/7®m&ﬁ<mz AN ISR B R R SEE,

WEEA (&38)

Al BRI

- EN 1707:1997, Conical fittings with a 6% (Luer) taper for syrmges needles and certain other medical
equipment - Lock fittings

» ISO 10993-1:2009, Biological evaluation of medical devices -- Part 1: Evaluation and testing within a risk
management process

- ISO 11070: 1998, Sterile, single-use intravascular catheter introducers

+ ISO 11135-1:2007, Sterilization of health care products -~ Ethylene oxide -- Part 1: Reqmrements for
development, validation and routine control of a sterilization process for medical devices

+ ISO 11137-1:2006, Sterilization of health care products — Radiation -- Part 1: Requirements for
development, validation and routine control of a sterilization process for medical devices

- ISO 11137-2:2012, Sterilization of health care products -- Radiation -- Part 2: Establishing the sterilization
dose

+ ISO 11137-3:2006, Sterilization of health care products — Radiation -- Part 3: Guidance on dosimetric
aspects

- ISO 14971:2007, Medical devices -- Application of risk management to medical devices






Bli& 2

HABSEEHTF = v 7 U A N (BT —FA o b T o —Y7RSEEE)

BB —fRERFE

BRFEER SUIBSEEE (T TldRses
EFE) LW D,) L BHOBEIRCSIELT
EFERROT MR RER L2t udie b7z
WV FEREOERBNERENDES, B

FEEEEEIAEEII OV T DEET A1
B IR SNDEHNICH B L S
B X5 IR R R LR g b
WV, TOEAITRNT, BLEREEELT
ROFFITHENT DERE MRZEFOIEFIC
eV, fERRMEOEEITER L2gudi b
AJAN ‘
— BEESUTTFRUBAEELHRIL.

FERICERT2EREEZFEMTS =
&, '

T HIBI L MmN fER R AR
HIREEFRETROEETB LT, 8
RICEITRRERZ BV BRERTH 2 &,

= AIBITESLEREDRER{T o2
BICETT A ERE 2 @Y b

EREER A ETe,) LY, FETHRE
TRRRVARET D Z &,

RSN ERAFEROTH LESSE

A7 EEEE - Ehgah T
WHZ L ETRT,

skl %ﬁ% - A e
GE)

Bl EEEG GoEMol-diERE | BH EREHZUETHRME | EFESR ORI 2 BESE
NAZEBRBRNEENTHWELOEEL, NEEBIGES T L% | MOMEEEREERD
LTFRL,) i, S¥EEREROEREIN: R, EREICET 2489 (R 16 4E
FEREEROFRRITEE, Fio, LEIS [EAFEESE 169 )

U, BHERR O L, WONCEE
BOSNGE S - BRI SR Ko BIMSNIBMECHESTY | JIST 1071+ TEfRHERR— ) %
THEIER SNSRIV T, BED A7 EEPFE - EREINT | 73V R FOERFESEA
BRINER O e aBiahiand 5, £/ WA Z L ERT, DER
FROB=F (EEBEROFERICHZ-T
B OTECERICEES RITHEAIC |
[RD.) OREPEEZETZ EARNVE
5. WNZEROBICRET AERIEDRE
ER, FOEBICL > TEEDELNASE
R U CGRRECE 28N, &

IKEDEER VLR ORERN TR L 51
TR UEEE SN ORISR B0,
(U RI=ZIAL 1)
$25% EFHESRORRUESEIRA85E | A BEISNTHBITHESTY | JIST 14971 TEREEEE— U R

TwRY A N OEFEERA
DIEA




N BEICE S EREDREEZIT-
TBIBEET A ARIEE R Z &,

(ERRHsR DM RE R R :

B3 EFRESNT. REITREES0ER | HA ERIER AAETARMS | ERESRUEAZAER

ARSI TR RTIUIR LT, EBR NEEECEAT S I L | ROMEEERREEFED
HERL L CORBER RIBTE 5 L OREN T, BT A4S (ERR 164
W URBE S VR R DAV, BAEFBERR 160 5)

(B

WAL BEIREEESERE L B | A ERIEE 2EAETHRAE | EREER O BIAER
DRLE O OFFPICI YRS NIEEICEAET B2 L% | OBNEEEE R EEED
SEHIERR P S DIERIZIE > C, BE T, FIECRETAE S (PR 164
DIEFASETICROTRAEL ) 58T &% JEASErE R 169 5)

e o, BUEIREEEE S DISRIE ST ,

ENCRST SIS, BRSO R ENTHHEIAESTY | JIST 14971 TEERREEES— U A
BUMEEEL, BEUMERES LIS 2SI ERENT | 7R VR hOERKE~
FORFERUREEENTaERTEYS WABZ EERT, DA

2 BB L AEYER T 5

DTH- TR BN,

(R URES) ‘

H54% EREENT. BEEIRSEESORT | B EREEHAETHRAE | EREER OB RER
BONERITRE o T2l D T CHRE R UVRE NI ERBICEAET B2 L% | ROEEER EEEED
SN, POBRSNEERAECERSh T, TR 284S (TR 164
TAFAITIN T, ZOEMERUMERENMET JEAESBE S 169 B)
LignE HEREH BEEROEEIN TV :
PEL AT ~ AN SN HIBITRE>TY | JIST 14971 TEESRHERE— ) X

A7 EEINENE B ENT | 7R VAL S OEFREE~
WA EETRT, OiEA
(EREHEROEZE)
e EREROERSh-AEL. & | B8 U R D AHFEAT (Bt | JIST 14971 TEEMRIESR— U 2
BEET 5, RV AL N OEEREA

29 9 AREA% LEID b OTRiTUER
B, '

(AR BToDIC, B
SN EREORS T HH
BISEAT S LERT,

O]

BT —FTNA v haT a—H

FREIFIE T I3 A EAIT A
4.3 =M@

4.4 FRERGUE

451 ¥—AAf baFa—
Y OMEE

4.5.2 1EMmFFOMIEE
4.5.3 N7

4.5. 4 TEHERE

4.5.5 v ARRREENE
4.5.6 {Fiz

4.6.1 T

4.6.2 ™A B A
4.6.3 FA L —ZREUNT L
A L—E L @%ﬁ%ﬁ@?@i




B BEROMEEREE

(ERESR 0TS

B4 EFREERL. arEOBGERITIE
23, FEFHEIOBEIZ VT, BEITE U,
ROZFITBT 2EIEIZ OV TEENEL
D BT, BRERUEEES LTV RITHh
IR B,

— BEROERE A RANSHIRIEIAESTY | JIST 14971: (AR — Y X
RO EENEHE EENT | 7<% VAV FOEREE~
WABZ L ERT, DR
RHENTEEDENTD | AT —T A v haF a—
HRIOEET DI & &mT, | AGREEILRIT A e
4.2 MR et
T ERRORE AR, MR, R | B AN SIIIRRIZHE- TV | JIST 14971 TEEHESE— U =
UMgiE & OROEAYE A7 EENEE ERINT | 73V A v NOEFRES~
WD LERT, DI ]
BEENEEDHLETE | T —F AV haF a—
HAWHEET DI L&Y, | AGREEIC R D HfiiEE
4.2 AR et
= TEE, EREROYEFEE A P SHUTARRBICHES T Y | JIST 14971 [EfRkEEE—1U =
A7 EFENEE-ERENT | 7 w5 T4 F ORI~
WBZEERT, DT |
RESNIEHEDFELTD | T —T A v baFa—d
HEICEST DI L2RT, | AGREMEIC R R EE
4.3 FE
4. 4 JEEEGTE
451 AL T 2—
T OTHEM:
4.5.2 IEMFOMEME
4.5.3 ~T
4.5. 4 THEPERE
4.5.5 T v U ABRNEBME
4.5.6 7&E
4.6.1 N7
4.6.2 A () &
4.6.3 FAL—FFUNT &
FA V—F & OB OIRE
2 BERESE, TOEABRITST, Mk | EA A SNIHHEITRESTY | JIST 14971: [EFRHERE— U R

EFEERR RS, RERUERICED E
ROBEITH L CBLRE R OREWE
CUTF WB8mEE) L ),) BRIET
a2 B NRIZIN 2. 5 & 9 \Z55eh, B
EUEEESNTORITIER BT, $ie.
TR B T B A B, R

A Y EBNEHE EfEINT
WA EERT,

RIS NI EEDEST 5
HEICEATS 2 L BT,

TRV A L N DOEFERSEEA
DiER]

AT—=TNA 2k D‘f:}‘*“*f‘
EERFEE T I AR
4.2 AWyt




B OB EEIZ DWW TEEN bR T
AN R4 E SN

3 EREENI. BmEOERFIEDOTTHX

s & FRRCEER S A ETEMEL W

BXIHRAEBRIHATE D L OHF
BUMEE S TWRITUE b9, Eix.
EFERRORRPEEGHOBRETHDLYE

B (Y

SREN E NI HRREITHES T
A7 EEREHE - EREENT
WA I EETRT,

AN SN IRARITHE-> T Y

JIS T 14971: EHEHGES—VU R
TRV A L S DEFERE~
DA

JIS T 14971: [EpEEEE—Y X

A UHEEHSNT, WHEEROFRGEN | THEE) | AZEFEMSFHE - EEINT | 7R VAV FOEREESE~
KERUEES A EECE S L WA EETRT, OTEF
ENRFRETH Y . TORERIIR-> TEEE
FRERBROMESHEF SN A & O | BEHRDY
BEESITORITIUTR B,
4 EFESENDIMEENEARERLE L | NER EELEFERT OB T
TEH L, Y EPERTRAVW OGS 20,
AICERMICEZS L, 2o, HHERERE
DUEREREIT 2 BEUCTABIZIERZ K&
RS, YREOReN. WEEUE
SRR, YHEREEEROER ERICEDL
L. BETHRRES V2 UER bRy
5 [EiEHERHY. UHEEEER DB | EA S ENTHERICHESTY | JIST 14971 TEEHER—V R
BT 2 WEN RIS ERIENS I Ry EERDEHE - EMESILT | 7 =R DAV FOEEIE~
FTATREZZIRY . WENTARET 5 L 885 WBZ L EIRT, DA
FOMEE S TVZRITUERR By, ’
B SNIEEDTS TS | hT—T A v brFa—h
HERICEETDZ L 2RT, | AGREE IR HBiTEE
4.2 EWrERE AT
6 EFEASL. AEICSITAMERRY . | EA B SNIHREICOE>TY | JTIST 14971: TEFRHEES—Y A
MBI (AR O O EIY B 2 EEHEHE - ERESNT | 7 ~3 VRV b OEFREE~
FIEREEICR L LT, BRNICH STEOWE WHZ L ERT, DA
NEDEFEER~MEAT DEREXITE '
DEFEBNORETHIZ IV RE
TAfERMEY, EYNERTE 5L D5
BOME LTV VRITHUTAR B 220,
B YE DRSLE)
#84 EFEEEUSERERORE
THIL, A5 ERERUVE=E (EFE
BoERICh > TEZEITXT ARG
OFEBENRSH DEBITRD,) 1T Bk
LofERENRD BHE. b OfERNE
. GEANCEITRIRELIRY . WENhRE
BT AL D, ROEFEBREL TR
HEANTORITIUTR B, " ,
— BRWEBRBITTHIE, HA BERERZ2EETHRMS | EEEBRMEADEHAEE
NEEECEAST A L% | ROMLESEE CGEEED
Y, AR 24D (PR 16
[EAFEERE 169 5)
= MEIRL., ERAPOERESENS | NER

WEMEE AN LTS T




DEEDREIRET, AERICE
1TRIRE/LIRY . WONTERT D Z L,

= OUETHU, B, EAERUES
BT & B ERREL TR~ DR
EYAR A5 D b,

EA

720N,

ERER A AATERME
N EECEET B L %
i

ERettan Rk UMM BT RIESE
mOEEEBRUREEERD
EECET24ES (PR 164
BAEFEERE 169 )

2 EFRESRICAEYBREODENESAE
IWTOWDE, BUOZRAFE. F—EOG
WEZER L, EENFERSNTOAR
TEHE L, Re, FERUSHEFIRECZLY,
BB AfakatEs: . SERH O
FFRETEB LU 2T S 5720,

BA G
THEE)

A SN EEICEE TS
ZEETT, ‘

AmsFRIEYE (FRL 16 4F
BEAFEELE RE 210 )

3 EFHEESICHEIAAENIEL FEED
iz A 0N 7= (Y S = P
MEE] LN D,) 1. MR MRS
LDFEHA BRI U TEBESNICEER
VB INB RS2 Tl
RbiRey, BUERFEEESIE, JEt Mk
FERET TR L - B O FRERIZEE T3
AR L, JEe FSEERE NI,
BE BBREUBHR IR TREEDES
HEEHERL, DD, U A VAE DM
PR ROT= D, ZEERHELESNT
WBEERAWT, SERSREOSEET
BIZBWTEN L ORENIAEELE
K5z ic XD BEEERHER LTHIE
A SYASTAN

BH G
RERSE 1))

A ENEEES TS
ZEERT,

AMERREREE (AR 16 4
B4R ERE 210 )

4 EFEIBRCHEAAENZE MASEOM
ik, AR OWE (UUF e s
W) 1, BERAFENSAFEENR
e b O TRITIUT R B, BEERFTER
N R —Xit MESEOYE DR,
b MESEEREONER, R BBREUE
BDNTBNTEEDOELEEZTER L, »
D, T A NAFEDMOBGERRASH D
T, EEEDPFER SN T HEE AN
T, SEEFEROEETEIIRNTER
LOBREXITNEHEERY . BE2MEETE
RUARITIER BV,

P

b EROFEIUIM B 2
FAA AT BRRR TIT2U Y,

5 HFRIAEMFENREICSD LR
R UTC RS, TR O RsT 3
FEIZ X VISR ENT A THRER UYR
F3 ARFIC MR EEESRR ORI A
PHORBEZHEF TE A X O ICREN BER
UEEE SN TSR 5720,

T

EER 7R SRR B
DEERETITAR,




6 TRERREECHIT S IAERESNT. B
FANRARETH B AERRENDL L5
SR UMNE SN RTII R B, MEKE
SRR ORI LEY e FIRCIE-> T, Ak
ORHEUIEE A2 ENRVRY | feS
NS CESETH Y, BIEREEEIC X
S TR ENEHERMEEREDOT T
SEEPRIEASHERF S, D, FHERAVRE
BETH B LI SN TARTT R bR,

BRI SN EEDEET 5
HEICHET 5 2 LERT,

HF—FNA > F T a—tF
FREDEE T 31T S EEE
4.1 —FRAOESRETR

FEIE R OB F OVt 85
W AZERRFED—ER 2 SIEY
DUERORHTIN: ) R, &
B S OREEBERORE
&3 (GMP /QMS) 1435
BERUEROFIER U
IZ2oWT 54 EE 4 BEAN
V7= o AT CRRERRSE
%5 0330001 5 % 17 £ 3 A
30 A)

7 BEIRRR AR D 5

T TR LT BRI E. REENERR
N TV BEEN 2 BT XV EE IR
B2 B AR R T B 72 D DAL
Toni EchExh, LBEIECTREE
SN THRTIUTZR B2,

RS NI EEORET 5
BEICEAT B LERT,

HF—F A T a—Y
FEREVEI R AEAfEE
4.1 —fXRUESREE

FEE R OB RO &
VAERFFEDO—ER & SIET
BIEROMTICAED EER, &
RS OMEEREORE
EH (GMP./QMS) IZf%5
B R OETRORE R OB
[ZoWT 54 EE 4 PEN
U5 g ETE (GRRRERRSE
%5 0330001 5 5% 17 42 3 A
30 H)

8 WEIZHES 22T TR bV ERRRER
L B ER SRR TRES VR
TR B7R0,

STt

ERERZEETHRBAME
NIEEBOEETHI L %
T,

EEiRE R MR 2T R EE
ROBEEBER O EEED
R AE S (ERR 164
[EAEFEESE 169 5)

9 JHREERESEOAEEY, MRS
DREEEE ZRVEOTEDCHEEES
HERFT B Lo TRITIZ B2y, (EAFRT
WCIRE 5 S 22 e bW EREES
OEEENL, BB OfERME S NRIT
MZED L2 bOTRITIUIR DRV,
T OEEOEEL, BEAEEBR LGB
e b O TRITIUZZ2 B2V,

TR

WL L S B
885,

10 FEXIZELEEN, BERUIERE
OFEJFORIE TR EINDEE, MEIL
AEER T U Lo TERE RS
TEDL DI LURTIUTZ2 67220,

R

BE R OSERE O 5 OR
BETHRE SN AT
W,




B A )

PR SNTZRARITE - TY

(EREEES MO BRI I B | B/ JIST 14971: [EfRHEse—
VIEEE AR TR SN A EA 56 A7 EBPEHE ERSNT | 7=F VA v b OEFEREA~
REEDIETRTORSPEDLRILZ2TH WAZ L ERT, D
0 &R T RS T A o MERE A
BRDLNRNE I LT ban M ESNIERDEETD | AT —T A baFa—i
BEPENDHE, FEALOHIRERL E HEICEAT A Z L &R, | AT AHEE
BRRT BDNRMCEICARLT BT : 4.5.3 N7

U722 b7, y 4.6.1 7

4.6.2 A B &
4.7 @w&zx%w‘om&é
noiER
BAINTEEIOEET 5 | EEESRORMTEDTHE
ZEEIRT, FTONT (FEEFEEE 0310003
YR 1T4E3 A 10 B)
HEOL EFESEIIOVTIE, ROEEIZE
F B fEREER, AT OEINCRET
SIS KD IERET R OBEE Szl
IR 5720
— YRR BEE LI EEORRIE | A RAMSNIRRITESTY | JIST 14971 TEFHER— Y R
R EBEDEE EMENT | 793R T A > hOEFRHESEA~
WBHZ EERT, DIEA
- A@E’J TR T B DA | R SNIHREITHESTY | JIST 14971 EFREESS— VU =
XIIBHES BT A fakalk A7 EENEE - E SN T | 7R A 2 FOEFREESE~
WAZ L ETRT, DYE)
= BEORETEARICEAT 2 e | B A SNTHRRITRESTY | JIST 14971 [EfEHSE—Y =
DD BIFAEL WEROHTA L OIRE A7 EENFE - FESNT | 77X TR FOEFEEEA~
IRl PR B4~ D faliet: WA Z EERT, DA
I EMBREFRERC BT Bk | A SE SN HIRICHE-TY | JIST 14971 [ERHSE—Y %
3 ‘ Ay EEENEE EESNT | 792V RV FOER
WAZ EERT, DEA]
T REERERT AEMRE A REZED 5 EeE Tt
VY,
R OFELNEROEDICEEFER SN | B A SIS TY | JIST 14971 [EfEHSE— Y X
DO BRI RS R A EE R RV EEDFE - FEEINT | 7RV A v FOEFEE~
AT AERE WAHZ L ERT, O]
t BREFENIEESRARERES, FR | NEA PRSP B E S LB AR
MRS LT B25AUTRIEE L X TIERUY,

RIEHOEEORBENMET 585872 &

CRET DRk




2 [EFESHT. EEOFERRUE OB
PREBIZIW T, RIEUHBROERMEE &
INREIZIZD X OBEFROEEEINT
WRITHUZ 72 H720 Tﬂ&%f&%ﬁx VRS
FRME B L ER SN D ERESE
[ZoOWTCHEL, ML ODIEE Z - TRET RO
BEE LTI BV,

Tl

B R R OB B R
IR T, KRR
BIIHESTIIR,

3 [EFSEHL. #&’C@%@W@%EL
BARSITTES IR R VEIES
NONRITHUEZR 5720,

BEOEFREREED L L
THETE DR TH D,

(HIE X 3R2 ARl oo DELE)

%1 0% JIEHEEETIERESRIL. €
DARIEFEMENBE ICERZEFET RIT
THHEER B DS, YRR
BROICERS L, +45 V;IEE@@ FRERUZE
EHEETDHL ), BERUEEESTY

L RTIERR B, Eﬁ%&&@ﬁ&ﬁc;’:\ Bl |

BREEEICL > TRENRTNTRD
20,

R

RIEEREE R T ORETIX
fcil/ \O

2 PWAERRESL. TOHERBNITS
U, 7R I OB s D0
T, +O7REREE, BERUREREZED
N5 LR AR CEE SN TWRITR
Wby, REHCHIZ-TiL, BE, HF
Fk, IEREME, RUEME. BERMERUSEEO
TR OB OV RS 8075
EO K- Y SYA D P AV E AN SYATAN

ToEA

PWTEREE R T O
TIZRVY,

3 TR EEEL S OMERE S B IE SR S R
EMEDERIEELTCWAEE, Thb
OEES X MEEYZICE D E THoNT
WAEOM Y, WEEEI AT LEE
L THEEENR2TAUT R 72V,

R

il Y
TRV,

4 JIEERE, e ) UIEEIRRE
BOBEY I, SHEREROERBRNT
EU. NETER7RBLE0 DRRET &R
e B7auy,

e

BIE I B 2R
ERA%: TS E AN

5 ETERBAINEIIOWTL, Al
[RYIEME L SRR B R L.
EFHEEROFEREICEEIND O TR
e b7eu,

A

BIEX I XiEsEr R
T ABEER T2V,

(R  DBE)

% 114 EEEESET. ToFERBITRS
. IBERUSBE DT DITEE/RKIEDR
%Tﬁ%UJﬁ@ﬁT%ﬁjih‘ el BE EH
ZH R OE=E~DORERBRN AN, H»
OWEINARRT B X HFREH BERUEEE
TR TR B vy,

B

iR e BT 2828 T
AN




2 EFRESOHGHRENTONT, EREE
F DR REDSEERHBRO B LE D fEkkik
Z FED LB SN AFEDOEREBAD
TeDIZ,  BEFRAE DTN T EREE
DA U B IKED I AR AR O R
DBBHIND LB SN TWBEAII

BOTL, MEMERAFC L > THIETx

D EDITRREF SN TV 2 5720,
URERERY, BB ARENRT A—F
DHFRINDIAENTERMEMEESL
D EORERUCEE SN TV TR
5720y,

TNEA

B BRE T A8 Tk
20N,

3 [EREEEN. BTERCEERAOEND
& BRI TR OHERE BT 5
HOTHIERITBO T, KEISUR
FEHER C& ZERME TR UITER A
wEEE L QORI R B,

R

HOR R A BB AREEECIL
720,

4 [ERRESRT. BRUARW RS

BEBIC L A8E, FEREFRUE=E~0
PR Z FIREZRBR Y BB X O RE RO
HEESNTWRITIT R BV,

ST

TR IR DA I
720, '

5 HUEREZ R 5 EREBORRA
B3, BRETARRONE, BERY
FEREIT D5, AR ORLIER:
W OB O E A OERE OB 1%
{ZOWT, R ERS TR S Qe
uEz bz,

B e R A R8Tl
RN,

6 EEERGRRE R A ERERE. LB
WISC, ZOEREMIZEL LT, BH
DIERRORE., BRI R —
HAn CUIHE) 2 EREROHHEICE 5 X
O, BRETRUSSEES N2 TR B,

TER

BRI IRET D HkER
TRV,

7 EEEHERE R T IR W RERSSE
it BEROERE OB RO
B/NBIZMA, FIECBEBRZERT S
7, WL ER X ITHAMESOEEED
3 X OBRFRUBLE SN TWRIT TR
BN,

R

B IRETS D HEER

8 ERERGTIRE BETT DinRAERES
A BHTAREEE, E-A0BERUT
RTINS C, R —A
DERNF—DAEFEEICTE=F Y T
L. 2 ollEcE 3 X 5B RUSSESH
TUWRITIUEZ2 B72vy,

BRI & AT DR
TR,

GBS AT B A




8125 BFIUITLYAT LEZNE
L7-EREERT, V7 by TR2ED T,
FOFERABRIICEL L, INHLDVAT A
OFEME, EREERUMHEENERSND X
FEREF SR QW RIT U R BV, Fiz,
VAT KO THBENRE LTHA,
SHTATRERIRY . MERHIED DIRET DR
Rtk 2 N BREIIRR CED L 5, #
YIRFENRFEL LN TV RITIE R 62
vy,

R

BT 7ar T rERNELE
BEERTIIARV N,

2 PNEEREREISOETEEOEEN, &
FOTLNEEYEY RITTIRE, B
R B FENE L LGN TOR
TiudZebiaun,

B

PEREIRZ A Dhes T
fib \O

3 YNIEREFRSIE T, BEENEEORSE
B RIE TR, BB 2B
HEAETEER B AR T AT LD
ENTORITIUTZR B2,

A

AEREIRICHER T DR T
PRV,

4 BEDRERNZ A—FDO—2L E%E
=X D EFRERRY, BENETX
VR EE R E T DR BN DRI -
oA, FNEEREITM LY D
AT ARER ENTWRTIUIRS
AN

A

BB <5 A BT AT
BEERRTIIR,

5 EFEENT. EEoERREICRVT,
WSS E RS I OB R O VEBh 21 e
) BN D H HBRINTIHEORAEY R0 %
BEH, D> OMEENARET 5 L HFERT
BhESHTWRITHIER B,

Fw

THRV,

6 [EHSYE. BRSN-AECERETE
B0\, BREAHEICRT 5572 E
BT 2 4R 5 & 5 IR E R OME &
NCHRITIUE 2 BV,

BRI EZZ DIHET
eI

7 R SRR S L 0 I
S b3 Y KERCRAT B RE
FENTHY, BEEAROE— ISR
KT, (BRI Y R 2 & TR
D BHIETE B & 5 AR UM S LT
AR AU B,

BEIRI ZZITHERET
FI7avy,

(BBAfERRIE T4 D BUE)

#1354 EEESNNI. BB REEH
R VAl SR B 5 A et s
b, BERUERELZETH X IEREK
D S TUVRITHUER BV,

A

BRI, e OB
W EET BRI,




2 EFRFESIL. IREFAESHR LoMRED | TEA

—OTHLGEERE, FCRAERCRT
D IRENHIRI D 7= 8 DEATESRPAF O
RO LT, ERESREENLRETD
RENZER T D a2 ETRsE2R Y
B BV KIEITIRRT 5 & D BRETROE
EEN T RITIUT R B2,

REVZFAET HHERETIER
vy,

3 [EFRHEHI. HEREIE EoMsED | NEA

— DO THLBEEZERE, FRCRAERICBY
DHEEIH D72 D OB ESRCEEEDOH
MO LT, EREREAILRETD
HEEITERT 5/EREE, PR &b
EKEIZMZ 5 L HRET R UELESN T
WRTIUE 2 B 720,

FeRET DR TR,

4 FAESEELRTUIRLRVWER., | NEF

HANIARETGE L IZERD TRV
TR DR R UL, FTAE

ERENER, T A UIKE
2 BER FHLL izeEX
DE=FRNVF—JRIZEERT 5

D H BT ~TOFEBENRR/IRIZINZ HEERCIE2uY,
bIa Lo, BREFRUEEESI N TWWRITH
X722 5720,
5 EFEESRO BESIENSZ LOT | AEA BRI T DR TIEAR N,

& HE ERIIECUI—ERE R
FIo8n %R, RUEORDE L,
BEOERIZBWT, BFEERNEE
WETHZ EDRWVWE ST LTl
B2V,

(AR —2 a3 2 BRI Ok A EUE)

F145% BEC=RNX—IWEH4 | NER

fa T HEFERRT. BERUERE RS
ZURAET B0, SRR ER UHER S
TED L IR RVGEEINTWARITR
e b7z,

TINF-IWEE BE
BT DR IR,

2 EFREESIZE. SRARSENOH DR | EA

WIER T R — I E O % 1k
XVFEETAFENEFE SN, =X —
FE I E OURIEN b OfERED = X
N =W E DIRFH 72 i % TR R
0 BhIET 2EE 2 FENE L O TV
FAUTe B0,

TRV —-XIIME & BE
IZHEET AR TITA VY,

3 EREERICIE. fEESRURTRBOME | NEA

PEEIC I SN TS B, R
RO R e R % ERERIIR R T 5
B B EX SRR O T A2 %
BEMCRTES, chboERT. 8
EF (EREEOERIChI- > TEEDRSE
EOEFEECE BT RITTEAICRY ., &
EHET,) XEoT. BRITHETES
HOTRITIUTR B2,

IANFX IR BE
IZHE T DEEE Tl




(B CREERER ST DEUE)

%%%_‘f‘/\ﬁ) I TETESN2Th
WE72 57200,

¥1 5% HOREERERIEDEE | ~NEA B OREES IIEORE
EERE T TBECREERRES) & HERTII,
W) . FRENOEREDFI AR
IRERER ORI NGB E A UESEA
%@&“m&m%‘i“@% LOBENTEE L.
BRI CHECERETE D LD
R UBEEE N TVVRITIIER 5720,
2 BEUSEEREEINENT. YHERED | NEA B OREESE IR ORE
i SN =N ) e AL (&{a‘sf&ﬁ‘w?& HEER I vy,
IEAITIRD,) RUWERROMERIZE
i BRME A ORI S FTRER IR VAR
B EOTEREROGEEEE T RITIE |
72BN,
3 HECHREESSSRSIC. AEEICEEE | AEA B ORERSE I E O RE
IS, BRERRREESENER L L) HEBETIIARL Y, ‘
BERET A L& ERICH - THERED
BEFCE AFEZEDTRRITIULR
SYAAN
(e - SOEITTES RIS 2159
(ERE I ﬁ)ﬁ%@pﬂlﬁ&vﬁmﬁa@w% WA RENS N EEICHEA TS | EREBSRORMIEOLHE
EEL, MR - BERTERL, BN T EETRT, FAIZDNT (EEEFEES 0310003
i R OVEF S U IS 2 D E B 173 A 10 B)
U 7o BE a2 R B 7 DI E R R N R
grENRTUER B, ZOFHRIL. &S BENES N IEDY TS | AT —TNA v baTF a—%
CHEMETE DL O TRITIUTR B, y BEICHEAT D Z & &R, | AREEICRIT S e
4.7 BLERFEEE N ORMES
natEH ‘
I ENTFEARICHES T Y | JIST 14971 TEFEHEEE—V X
A7 EENEHE - EEEINT | 7 w3 VA Y NOERERE~
WA EERT, DA
(MERERHm)
%1 6% EFEEBOMRTMEZITO O | EH SN EYECRE - TT | EREER O BLEIRFEARH
TR ENDTATOT —F 1L, L —ZPE SN Z L ER [ 12o0T 201 CGERRESE
BR=+HEEEEEUTS) £ OMm 7o 0216002 5:RK 17 £ 2 A 16
BRESDED D & ZAIE> TIE S A)
PV A D r Y = AoV AN
2 [N, EFRESOBRHRREROER | RER FRREER 2 L LT D HER
DOFIERIT HES (E-CFEATE SN




