OFHRILEYEDEEZFICEBLTHEDEHN LT SHABHE
DEFLWNIZDLT

(PR 2 343 H 31 H FHAEIO0331%E 9 5. Fik23-03-298 75
75, BRAEMEIHEE110331011%5)

B&EKIE SMoacHE7TH1LHAE
5. 20190619 J5 28 2 . BRIREFEE 1907011 %
WAiTH SfMTHETHI1IH

HAFKOTOLE 1

A R K B A 22 1R
1 Al

(1) EFAFZKPESFOERICEL CHEOER &3 2R B
A, EE 1 O0LRE 1 HOEBLEMLFEEOERICHET S
REBRORBBET NCEFE 1 O0OLE2HLEOE 1 44551 H
DHEMDORHED - ODORBORBREED > b, [HHAFE
W 4R DR BRI NS ﬁ%ﬁ%m%% g OVEEHAL R
B FEEEOREDEA %
JEAE, BEEXENE 1)
%1%%1%%1%Xm%2

(UF T4 2vwo, )
DA EED-OIITbLTE
B W2, FIMW, F25%, F3
%\%’4%%L<6i%’5%®§ BNIIFESFE LIITFETSH
DHEOEZOORBOFERIZCLVESND LD (LLF [HUE
WS o, ) X, FRk2 34 H1HLD,

Hl & LT, THBL T E % 2R 2B 2 E i3 5 35 ik
BT I ONT (FRkK2 343 A3 1 H, A0 3
31888, Yk23-03-29HFH6 2. BESKE1
10331010%)Jh O 5 T EF 2R o
Br & 320w 3 2 R it 5% %#é%ﬁj(uTF%EJ&w
50)Kﬁéﬁéﬁ%m IBWTRBRIh, 06N
Ho (LLTF TE%EE A %%&m1&w50>@ﬁﬁnﬁﬁ%

ﬁ

1 5D0MAEEDLITZODIITD
ﬁ% DWW T, B
RIICHET S

LWL HBRALFEmE o,
H, EE 1 O0OSE1IHICESLE
ﬁ—

ERRAR-
ET D
(2) &%3%%L<m%%
il HH R D
L DO PRI AR OMBR I 2 iE® L&

FrEH o E s (4 9 FREAT,

2

AR

(1)

(2)

ﬂ@%ﬁﬂﬁ%%10%%2ﬁ%b<ﬁ%14 E1HOA
EEOREOREORBEICE L, AU HRABR RS2 RN
éﬁAam bbb TROFHEALMLLEERZRMNT 2D
DET B,
oL, EEBEARBREREN., 2 QXX OHREIZLD .,
EREHAGRBREE LTV BDODRLIEEEX., OKVTQ0E
BHIM T L O T 2 04X,
® ﬁﬁ%%@%%\ﬁﬁﬂ\%ﬁﬁﬂﬁ\E%X@%Hﬁ
%\ﬁ%\AE%W WHOmE, RIEEOFT 28D D
ﬁ&w%%ﬁ%ﬁo_mfﬁow @ME\EE&UW
E%@%%
ek, BYoOSNEL. T EE R AR &
NHDEEITIESEFE ATy |k
@ YEABROEBICHEFELEZE (RBRETEEL2E, ) ©
&%&U%%%ﬁi@m:ﬂ%m%w@@\ﬁ%ﬁ@&@
g3 % % i AR 4
® émﬁ%@hﬁ@%£% S M E O K4 K OFTR
@ émﬁ%ﬁﬁﬁ%ﬁ(%lf%méﬂtﬁ%ﬁﬁ DU
T ILOECD—GLPJ HII -Eerw\ék BN DYEEDG
LPEMETH LV, ) K-> THBREI, FLoonzbo
ThHDHIEEFET D EREEE TR R ELE OB E

M+ o571y b

IZ2>W\W T

JEAEG@EERE - AEHERE., RFEXEEMEEEXERE
NITBRREEREFEBRER@BBE X, EKEHEHRARKEOE
M EZWRT DD, HEIZIG L, RABREs Ik 3 5 &%,
%ﬁﬁ%ﬁ%ﬁm’ﬂ#éiﬁﬁﬁ(&myAmu)xmﬁ

B OEEEHEE N OREHM (LT TEHEZE%E] L
50)%ﬁ9%®&¢é
E@%%%ﬁﬁ®5%\%%FE%M‘ ol - R Y O B ]

AMEREMEE) IHESX, Y ﬁ%@%%m TR EZIT
Tk@ Mo, PRI 3FLUAIC %éifsﬁuiwﬁﬁ
FEC I LS, ML TEE~DHEASMHITOVWTHER L=
T TW Bk TdH o T, %wﬁzgkém5ﬁm%ﬁo
TWA b0 EoNEREBEREEICOWN TR, FAIE LT,
%@@éﬁ%ﬁ%&bfﬁ@ﬁo%@&fé

T, BlEs TR ICBE T 2 U Sl e EHE] (12
Hox, R¥EA~OHEAEMEIC DV THER ﬁﬁbﬂtﬁ%mﬂi
U{?%z"bf_uiﬁﬁﬁkﬁ‘af&)of VEEROEDIITbhiZ®&

#9£ﬁ%§@ﬁ%&@ot%@%ﬂ% . FEYERE GG



(3)

(4)

B s LTmOEH>bo 35,

AEORBRIERICE W TEE SN ZREAEIC OV TR,
W% AR B ME 5% S OECD—GLPJRHIICHEHL L T WD RO LD
YEIEOGLPEMEIZHE AT 2 2 & 2 Y% EOEFHEE X1 2
NICET I2FDPYERBOMBO AT SELHNOELZIZLY
R LIZEZETHXE (LT THIBLEZEZAET 5 30E]
EWVWI, ) NIRMFENTWDEAEICE, FAE LT, HKUEE
ARBEEE L TRV LD LT D,

L, T THEARICET 2 BAREEKMNEREKE OM
DOWE ] ODALF IR D ERRBAT LU (GLP) BT 54
FrRIpt R ED B BESE 2 @B T S i B ERIN 3L FER O MR o
HOLRNHER LIZHZICBWTER IR BRAEIZ W
Tk, B LEBEZETHAXEORMNOFEEIZ LD LT,
JFHIE LT, EEEAGRBRKEE LTIV HEI> D LT 5,

L, QERVROWTROLEIZEBNTH, RBRKE
DEHEMELHBT LI LEDODERZENM TN Z 2T LD
TEHARLS, ZNICKXVEEZEE LRV ERDOLNDIEAIC
L JRATE LT, YUERBRAREIIEEBEASRBREE 20 2
AT

3 HRUEIC K B 2 B ME R ) AR B O Bl F 2o T

(1)

(2)

EEC IR WEEEHRBRAENERE L TR X
NESGAE YR EoRE, WA L < Tt
BAHBHEETOEXNITILEHEAEROREOREROBRE 21T 5
FOUT MaEZE) vwo, ) lIxt L, EE~OREA
FRRBOOEONTERBRREOGEHMEICEEL VWi
ENIZZORENTFELEDZILDOTHDLH I EEHLNIZT D
BEORHERD, 72, HEIZE U TERZENMTDONLD b
DEL, ZTNHICEY, YERBRRENEHLEDD EED L
NAHEEICIE, BEESEERELTROVEI> bDO LT B,

oA, AEORBEZ I W TEE S 7 R B R
HOTIE, YEOBFHE XX ZIcHET 212 X D H %
MOFRENREEIN, ChAbICE 0 YERBRRENEELE
HEROLNDIGEICOLREEKET 5,

ANEORBREHRICBWTERINTRABEHRETHST, Y4

ER/T

FEICGLPEENFELE LW EF0MMOEY 2B HAIZE Y,

2BICHETLHXEXITI3I(MWICHRET 2E&BE L ITAER
FOMBERNTDZENAWMERLONFIEFELINERD
DIZHOWTIE, WERTOBHIZE VBV FEH> b LT D,

4

A EE R D D RS
RKONFTNPICHET DO BRREOFEBEENHER TE 20
MXFTHEDNTWD EHWT SN 2561013, Sk BRHEZ 2 %
RBRICAR D FT LA E o s A L < i3t icfR 5 e it o
FHEHXIAELEORHEOR RO EEL LRSI L5 Z &2
TEL2b0ET D,
(7)) 3MoEHMEHE»SRE IRV ITRE ST
bR RbDEEDOOENDGE
() 2XF 3 (D)DK EITE S < ELEF 2 Y% al B i % 08 4R
BLEEE XEESEFoME (SE ORI TE
SRR H S T, AEBFHEE L Z I EST S
FICEDERFOMR) oM LT, BB OE BN
HbhTns RN HHE

At FEmEORE ., EEFMEFHEOERICE T 2H RO
RBRREE LR L-ERORH X EIAEFEEOFAEOK RO HEIC
BEL ., ISP 2 BRI ICIR 2 &R L RECTHET 5 K@
ELOBEFKIZOWT

AL EE O EH, EEFEMILEDEOERICET 2R BRO
RBRREE LR L-ERORH X EIAEFEEOFAEOK RO HEIC
BEL. ISP UG HRBRAE T, R@EEELLTELELYD
LNTELbDOERAENICERDZ LD THYDTITR LR,



RIS
A Rt 7 U BE Y D Ak

R it e 2% ik VB (0
HRERE., BEERSE
W AR (LU RS
BT D,

m@ @

—

RO LT HHBROEA

F, KOO @0 BROHEBAICOWTHEROIHE &
LoLT L, EL, @05@ICHoVnTiE, HEICH L, &
HEHO —#E2XMRETHIENTELHHLDET D,

g FE R (LA T4y iR 2 A

od 2

k={{Ia={1}

BN

g
QSW$$

WAEMEIZ L 2{LFEME D5
%ka50>
Q@ MNMFEOENIZBITZ2ILTFMEORMERBKRLENL —F7
5/~wkm&@ﬁ® m%ﬁﬂmﬁ%(uTF%%E%%
Bl o, )

® fernm T8 B R, AR R OV IR R E T B

BT DB, AR, R RFEEREBR., 2 A RER B,

@WW@%K%%%%%\%@%%ﬁ%&@ﬁﬂﬁ%%mé
ﬁ@&%&fﬁ%(uTFiﬁ EREBR] WO, )

@ bFEWEOSHEOBERICKIFTwEICET IR, mEA
L5 ﬁ% SV afElEvk L ER R, AE A E R R
ﬁ@miyyzmﬁﬁﬁﬁﬁﬁ%@ B2, AEON
HAEBEMICBIT 24BN ITAEBTICKIETHEICET 2R R
T OMELFMILFEEOREKICBIT2EEOREN» D AT
MEEERERORBERENBFICLERND D LD D EER
BE#MHOER ITAEABTICRIETEEC OPT@%E@kw
OB (LT T#EhfsmtEiliz tuvo, )

\¢)
H
Tyl
iy

(1) L RBHEEREORBROER Z &
BEL1@BE2ROEETREICED
e R ORGSRk E W — 0

{j:\ Ia—@EFIuHETEFI j—é:

T o
< <k
Sm

V5T

DR e
a@

e
i

oA

<

E

= A
RE:

4

t:ﬁlt.i

B

OCEY 4

N

B
o
R

I’
Y
i
o>

S P o WA H
P ABe B
TS — )

SIS it
R OUTT e O )

IR D IO W TR, &

WHEXEMEEXRE
@ TEHEERBRICERDIHFFFICOWVTIL,
mEEERE
@ @D HEERBRICHEDIHBHEICONTIE, B
B B2 R R R
B, BEDOH E TICHR %xfégk%%mféﬁ
VEBEOH D6 AEIE TIZ m%%km¢é%®&¢é
(2) (MDOHFERREFOGELICIE., FAROFEHEHEZTH L -
BEEZRMAT DD ET 5,
A4 RBRERORLEH D, R FEKR, ERXITHFMITA.
B o T AE I OV T BR i S @f?é@%@ﬁﬁ&@%ﬁﬁ&
[ ﬁ%m O X K O AR bR . R AR %““@E%l
N HEEICHR DRI @%#5}%@ W& OH 5 O 4 FR .
B, ﬂﬁ%““
= HABRMEFOMBE CANBMER, EEEREZTOMD EE
%E@&%&U%%%ﬁﬁ@ﬁ:h%@%@@@\ﬁ%ﬁ
& J 0PI & & % 2 VX R AR 4
N W%%ﬁﬁ%éﬁﬁ&@%ﬁs%%m
52 i IR I
SEW B 5 E O BE K OGO I i ki
R DRBOEE ORI 1 0 FRMICB T 55 E b

JBATTBAEERK - £
RPN

BTLZHNHMEAD

~ AT
r HEEL
R P
fife 78

(1)  #HRIE, 2O0HBEELCRHEROBFEEY NICHFFIZKD

R I THIEZICELVITH LD LT D,

=77 L. $E£5%0<%ﬁ%ﬁﬁfwéﬁ%wﬁmow
TiE, BBICHERBZ2Z T TV LIRBRUNAORKBRICHE LI ELD —
WL E2EK T HI LN TE D,

Fo, EEHTRENAEY LR DL AEICIX. OECD—GLPJHR
A E%Lfb\'ék bb%ﬂ'éﬂﬁ( FEICH S S GLPHEAE
J@/\qu\é&t%ﬁ IOoOWNT, ARO ¥ XITET*E MK
THZENTEX D,

(2) BT, TBHRENTORAT 5 E %2 Y4 5% B i % 1 IR
BT EICLVITO LD ET B,

(3) FHEHREIZ., (DOEREZITOLME. BB 2 &
EIZHEA L TWDEEDLNDIEAIIE., FEHEICK LR
Lta%@ﬁ#5%®&76 it\ﬁALﬁw&%wgn
LEAICE, TOoREBEMTOILOLET D,

H

EH



4 ZEEOmEMH (ZZ) RN L FRDHERD & 5 2 7
SOWRLIEFOEMZZITZHIT, KOFHICEER DO CER 1 441 H 1 BEDOMAAGEIZET 5 B ARE & KN L F A
Gailid, Bia<, X2k, 2oF2EHEMRRICE T & DM O E DAL I ER 2 B BB Y (GLP) (23 % 47 %F

HAsDET 5, BB R E LV Ry
O HHEHFORAFLLIEFAHMXFTENCLSDTEHZONREHZD
KA XN ITUFERBEROLHE L ITEFTER PRINFERIROMEROH 2L FHix., BRINEREKROHERE O KDY
©@ HAEMEROMM., NB. Mgk, &, g, T8, #E%0 RXIEZhER#ET 24 RET D,
2b, TOEBEICLY, HREZTEZRABROEH IR DB K AL F — I8 R fh A R S R B
BMOGHEMEICEH LEEZRIETARERLIERDLNLDL LD Fro~—2r FEXERET
= 3T
5 BElkolH KA HARE A ARARER L 2E
SOMBLIEEOEMZZ T IZH X, Y%t 5 el 5 XUy [E AL s A g8
NHEREZZTEHRBROEHICKRDIEBO T2 EEILL ARA AR R T E R 2 A
LE (B OREROERT X, BiEZ oM BRIER O 27 EEREREEREER
SEEET, ) X, B, A3k, 2082 EBER B A G TR 2
FElZmidHsbo Ld 5, TR AT 2 48 & 5L D
Pl Y B 4 R BE T A o7 8 O fE
77 A b mBERE M7 v —7

7T v AR AL AT (AFSSAPS)
7T AR WEAEL 2T
[ 7 8 H [ 36 5 )T
TANT R BLRER
A4 %207 PR
* T8 PR 4k A AR — > B R R R AR GLP
A — A N U T AR ER BE K FIE
RV b A KU N HLEEE R (1PQ)
()
[E] 57 = 3K 5L Bt (INFARMED)
R fh 2 48 kO G A2 pE W i BT
AT z—T v BT
PO RE A M REAG ST (SWEDAC)
A [E P f 2 R K R P ik B 3 5 B A




BIHE 1

1
B (2B D RN A R i

(VB AR S)

e (E1)

FAT GEANIZH DT L2 FHFTOFTTEH)
K4 GENZHHOTUIAFRONEE ORA) F

WA (BRE - 77 7 V2 UEKE, emil T RL A,
Y FH TR - [K44)

TRED & BV RN OfERS CEHIRE) 2207200 T, BIREEHZ IR L TH
mLETS,

1 HBIEE (E2)

2 B D4

3 FBRMERR DFTEHY

4 ARBROSESOIEE (HE3)

5 WMEICHAMGLELZTT2Z L03d5EIZH D> TULYMRFEH A LU
BROSEF T E (F4)



BIHE 1

mn)é SHGENES ARG LT, UFMAHRIRL T E a0,
EEW%wEﬁﬁ%ﬁ:%m%E%%&(MTF@¥&%%%J&w50>
S EIVE A B R - A e R B AR PR R

ri@ WS BRMOKES AR E

P E DA R OBOEEORSNC R 2158 CIT MEsFE Lvwo, ) &

fit P FRIR e OV A P S BRI C DWW IR PE R S PE R R, SRS RERIC

DWTITEAT BB EI - EIRFERE, B EERRIC OV CIIEREA K

L RERBE IR R

Sz aefaE CUF s &vo, ) o BEADEESEEERE

(. 2) YHHFENESIEREIISE U T, UTFMLEBIRL T 7E S0,
SRS . TG L PEAMERAEmEE] 3 (1)
FERHRRE - BIROFMEICRE T 23 B o EFEMICOWT) Lo 4
b3 - TRRBRERR I %#5%Eﬁ RSB 2
s o TRBRiE 2B 2 Z@EG L PSR EE) 5 3

(7 3) () BEREGHEICES S HAIE. 4 BBRopEr) b ERMEEL, (bRE
SUFZENECEESSGAIE, T4 RABRroOEH] L LTLEEN,
M%&(ﬁmgﬁ%%ﬁ< ) WZHESGA T, e SRR, BrEERR
X TEE EE R O — ORI 2 x5 & LTl a2 EE T 5 & 13, H5E
(R DREREZ , ZNEIUE 2T EMEESERER (1 —F 2% 7 —nsKkED
MONEAREIERER) | . [EMSE (ERGFEERE) | . T8
Wt (REARMEERE) ) 0l olz, B LT ESNY,
(2) EIEAHERREIC LS AL, FEMATREZR B O HREE L T 7E 30,
(@ﬁ%@%ﬁ@ﬁﬁm
MERRER (R GEERER (B | AR & G- 3MERR)

(JE4) EI A LS EARIT, mEOG L PHEAMHE CUIEAZHEHEIC
5GLP#HESZ) OFEHBE KROEAERZRE (X ﬁﬁﬁ%@ﬂ)@%ﬁa%ﬁ
HLTIEEV,

() HRORKE SITEAPEERKAA LT HZ L,



BIHE 1

IS

1 BRI ORRALAEA B BOLEWR, EFSUIFTFATR, Bthoo Al ONE B fin 5
DI % Y DFEE K O IR RS

2 BRI A O e, A, B ORLE X
3 HIRRICER D RBRICHE 9 2 T2 Anikin e OBkas D4, B8 B 555

4 BT OMMR OB, S 2 Ol EZIE O R4 R /4
WO & DEOIRIE, TR OFTRT 5 22 LT 4

5 WEEEAICEET 2 HFE M Ol 3 4RI I 1T 2 PUERER AL 0O SEHik T

6 HRiT 3FEMICIIT DHEE DOHHE M ORI O Ikt

7 HESICER D RERIA H ORI 104E RN I 1T 2 ikBR IR T

()

1) JHMORE SITAARERBIKEAL LTDHT L,

2) 1 KO 2R 5 FEBIC O TRk 25 4 5%l B s LA O FZERT & — 1R
EEFHSN T G (BehkE, BERRESES —AICEERSNTOD5E

E2) i, YikalBrlitak M O FEFTERICONWT, ENTNitHET 5 2 &,

3) EMDOIMEL, FELBRFEFICRET 7 Ly FRHLEEITIE. ZNEBMY TS
N



B 2

K 2

AR f 3 28 B

JRAT B RS - TR R
PR PE R BOEPE R R R
NTBRBTE KRB REREE R R B

FAT GENTHHOTITET- 2 FEATOFTEH)
K4 GENCHSTUIAH L OREE DKL) (HD)
gL (EEE. HYERA)

BRI AR (2 B9 2 FMEE A MRS M 4 (TS X, TRto B mirHE 7,

1. akBRfiiER D4 PR OFT e
2. moltOWERFEH B R U5
3. BHEORNE
4. EHEOHH
5. ZHORH
() 1) AMORE SIIAAEEIKAL LTI L,
2) JEEOHTHIT, /o FREERRER K ORGSR BRI DU IR PEEA

EEE R, BEERBRICOWTIEAT B ES - AEHARR.
EE BRSOV CIIBRTEIE KB BRILIRMER R & 5,



B 3

FEFC 3

AR N A L e

JRAT B RS - TR R
TR PE R BOEPER R R
NTBRBTE KRB REREE R R B

FAT GENCHHOTIL T D FBFTOAHEH)
K4 QENCHHOTUILH L OMFERE DKL) (F)
AR (FERE. M R4)
bRt (2 BT 5 REE AR I EE 5 IS DX . Pt BV EITHET,
it
1. BRktERY D4R K OFTER
2. B R OMERRFH B RO
3. BIET 5RBRIEE
4. BEIEOHEA
5. BEIEDOREH
(B 1) FAROKRE SITEAFEERKA4L ETDH L,
2) OB T, AR L ORGSR O W CIRIB EES

EEE R, BEERBRICOWTIEAT B ER - AEHARERE.
EE AR IC OV CIIBRTEE KB BRILRMEN R & 2,



