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Bl & Bk 4y
6 6 8
(15 mL) (30 mL) (40 mL)
AF () 15.8 31.6 418
7VEn ) gAY A (mg) 156.1 312.2 299.1
Ta BTV T AKFY (mg) 31.2 62.4 59.8
= WAk 2ok (mg) 40.6 81.2 63.5
7 K7 TS FY DL (mg) 64.9 129.8 115.1
ik 7 ) YA (mg) 59.8 119.6 116.2
a VU UB—KkFEZ TR A (mg) 17.3 34.6 30.4
ffEH g K FY (mg) 23 4.6 6.7
Bt rY UL (mg) 14.7 29.4 50.6
fintgdl (mg) 0.1 0.2 0.5

%) NILEKEEED R —I2 & 0 SN b O Th 5,




(T 2—T+— FEBRAKCH

AFLHDR, e, AR L 720 o U — SRkl

Bl & K 4y

2 (1R k)

A ik 5y AFL" ()

12.5

*) AFIKEERED RP—lc kv ikshiz b o Th D,

FKEBDHE
& (18 hr)
PN 7Y =7 — MR
6 6 8 CF
(15 mL) (30 mL) (40 mL) (10 mL)
REW (g) 1.4 2.8 3.9 2.6
H2 R TE (g) 0.9 1.8 2.4 0.1
T X — (keal) 21.9 43.7 57.7 26.1
FhU A (mg) 23.9 47.8 53.4 —
#HV 725 (mg) 29.1 58.2 62.8 —
BN A (mg) 543 108.6 106.8 —
~ 7 F*v 7 A (mg) 33 6.6 6.5 —
Uy (mg) 28.6 57.2 58.1 —
%% (mg) 32.0 64.0 71.8 -
ffn (mg) 0.6 1.2 1.2 —
# (ug) 44 88 84 —
() ERBEDRE
LB L
©)F -5+
V. 2. (1) BRIASY GEMERSY) OEEROEINA OESBHR

3. RMIBRAOHRRUEE
B LR

4. Hif
LR

5. BAY HEHEMED & 5 HEY
FY LR




. BROBEEETICE T REMN

H2MF+6 (7V 2 —7 4 — MEBHW 6 I27%%), HOMF+8 (7 U 2 —7 4 — MEGHT 8 (25%%). H2MF CR (7Y
I =74+ — MEBHIK CF 1Z3%Y) 1X-20°CHRIE O M BRIE CHAERAE S 4L, EARIITKITERE S OBSITRVWZ b,
e e MR & B T IR BRI L B L e hv o 72 2,

R A RN | RATHIR RIFTEHE [ S
H2ZMF+6 R 7Ly v/ N .
L H2MF+8 5 ) 'fﬂ‘%@ 125 mLHDPE/_‘R ]\/l/ fﬁ*ﬁﬁ’ﬁxiéhf?‘é@”/ﬁggﬁg
EHIR TR 20°C A 24 5 A N, oo REE B XHE
R TubELrdy oy | HENTH-TZ,
H2ME CR f+% o 30 mL HDPE 7~ kL
WEEE - (FIHE) Mk, 4MEL pH, T A A EY —LiR, hal— XU Bl IR TS E R, LU AEKO

MRS, = R h®v v
¥ BEHHRFERBRICIZ H2MF+6 (15mL, 30 mL), H2MF+8 } U8 H2MF CR 45 % v 7=,

. REERUBRREORTEN
GRS
VI 11. @A EoFrE)] oESR

(RS DL EME ?)

AFNT-20°CAIM O BFSIRIE TIRAF S, fREBITHIE (5CE3°C) T THRE L, 48 RN T2 & o icHilishn
TWVWDZ ENBRTFHIMZ 50 RERNIZERE LT,

AEHEL, & H2MF+6, H2MF+8, H2MF CR AR (ZhENn7V I —74+— MRIBAIK 6. 7V I —7 4 — MRS
Ak 8., 7V 2 —7 4 — MRIGAIR CFICi%Y) . KON H2MF+6 K U H2MF CR {E &1k, H2MF+8 & U H2MF CR IR &%
AW T o7z, H2MF+6 AT, T CTABNDRL BRUCKT 2BBEED L 0L < BERREE(LZ 2070
EEZLND 15 mL #AIOARE AW, £/, HZMF+6 XN H2MF CR OiEATRIT. H2MF+6 (15 mL) #FNZ ARLE
Nz CH#E U7 #% 591 50 mL (2, H2MF CR #A| 2 mL & L <% 4 mL 2§00 L 7R & % AV 7=, H2MF+8 & O H2MF
CR DIRERIE H2MF +8 BHNC AFLA N 2 CH%E L 7% 5% 100 mL &, H2MF CR 41 4mL % L <X 8mL ZiRINL 7=
BARE AW,

4% H2MF+6 . H2MF+8, H2MF CR $U| ¥, K OV H2MF+6 & OV H2MF CR IEA& . H2MF+8 K& UF H2MF CR iR &%
. WIS SCE3ICTHIRTT 2 & & S0 ETHENTH Y, vy MNEICEEZRD RS2,

2V HLH BRAFGAE | BRATHIR RIFERE R
H2MF +6 FUPa e oy | BUEDRE SN TV D IETH X
scayc | s |07 0E VIS Y T ke, 2 otuomiEn e
H2MF 8 DI mLHDPE R P < o 12
cl e e o | BUB SRR E SN TV B HIEHEH I
AR o > D
H2MF CR 5C+3°C | 50 BERA 2)@73;! rELVHl/;EE“\‘/;f BN, ZOMoRIESE B I3 E
EHENTH- T2,
fE A | H2MF+6+ A%
JeE ks | H2MF CR 4%;B1
FOME 64 3L BB RESNTWHHIEHEE I
H2MF CR 8%‘Ejj[] . 2 ° ° N N Ja Sy S B A HIE L5
U soxze | somsm | L) TRV RN YT e oo oo B ik
H2MF + 8+ A S % ¢ 125 mL HDPE 7~ /1 A o
H2MF CR 4%;B0 -
H2MF +8-+ AL
H2MF CR 8%;3E /I

WEEH © - H2MF+6, H2MF+8 : Mk, pH, hwal —,
- H2MF CR : 4K, pH, = U —,

S RATE  MEIR. pHL A m U —,

VAN ) N

IR TIVERSE R,

LT AR & ORI Uk

SRy R, B L AT R OB A Y IR AR
BEWA. SR TVESER. & L7 AE R OBMAY R AR
X AE I RF O 2 EVERBR TITH GRS & [ — o7, BGEE, QR COREFSRITORBRME LTRELZr v b2 L,

YEarh



8. fiF L DEAL/ (MBLFHEL)
B ER R L

9. A
BN

10. =3k - 8%

(N EFBNDELGRSR - AK. NENFRCRSR - ARICHT 2FR

Bzl

) a%

Hr7E4

(RS

Yok

7Y I =T x— MEBA#K 6 (15mL)

WA L7z 1SmL OBFI DO A -7- 125 mL DR v

7V I =7 x— MEBME 6 (30 mL)

WkE L7= 30 mL OBIFID A - 7= 125 mL DR kL

7V I =T — MEBHK 8

WifE L7z 40 mL OBF| DO A ~72 125 mL DR kv

7V I —7 4 — MBI CF

GG L7z 10 mL O#AIO A - 72 30 mL DR kL

1R MV

Q) FHE=E
M L0

A BBROME
Fyv 7 Ry
A kL : HDPE

Xy N R RV ZF LT LT X L— MEEAK

1. BlgHRE & h 25 EHE
AR L

12. Z0#t
AR L




V. JBEICBET HIEH

1. FREXRITHNR
BEHEKEREDAREEMTLZET SHERRUVIROREEE

2. MEXEHRICEET HER

5. SMEER IS RICBEET 5FE

5.1 ARHFNE, MAKHEFRELOM, FHZTRORE CHREMIT 23RO SR GEAITEREZRET 5 2 &,
- SRR IBEE IR DEREET 2 5E
- HILE T

5.2 RoOTERBIM, HKE, Bk, REREIOMZ . AF OB ARERIZB T SRR RIS
TRHEINTNBEZELBEL T, AFZRGOBETZHMTH2 L, 2B, AAELOBEAOHWHIZB W
TiE, WHOHA RT7A U EEBBIITDHI L,

S

5.1 AFNOENEERRERIZE T DGR ETH o 72 VLBW JLLS T, IO TR, R E GRS SOIE RN
WREAT2HA%., MAERED 1,500 g L EEHE SN EMEIHMFEOILIRICE N TH, AFITHR{LL
TR E AW REBHE DA B SOZETHDL L ETRBETORENRH HI-ORTE LT,

5.2 AFNE VLBW VI BRI/ Al 3720, KE/NERS2 (AAP) @ AAP Pediatric Nutrition. 8th ed. *¢ &
T Koletzko B 27 5L 24 A # % (LR, AAP/Koletzko # A # 2 2) MNHERT 2 5388 EIC LS %, WA
KEBFR (ul)— FURUBEROIRE) OMiGIcEREZBWTHARRH 21T/, D7, VLBW 4T
bR T AR I Uik, lx OROERSIM, KRE, HR, REREZBE L, REIRS3MEx 0R
TRRLTCWDRBEEZMZDNEERICHRHNTHILERD D,

3. AZERUVHAR

M RAZERUVAEDRES
AFETROEBY LIRS L TREALEZFAM L, RE IR OKLGT 25, @%F., LI 6) % 50 mL/kg/ H S8
HEA L, HRa I EEZEEC L, 100 mL/kg/ B IZBEERIZVEIZIG U TRICHL O Z 217 5, SREMHGEIX 160 mL/kg/
A ¥ CHESIRICEIE 5, £72. BEISUTI160mLkg/ A L VEETHZ L L TE 5D,
72k, BRLILOE GG, ZHRKEOEGHE X, WoERYM, KE, R, REREELZE L TRET S,
Fio. ALILOBE L O 2%, (REBIEEE, 7EIREIN. FERNRBTRIEOA T, MM, KOHIROESR, &
VRIER PRI —ONERELEE L TIT),

TRELGE GREA )
sRALFLOTHA g3 FVI—=T5—b | FUI—=Tx—F | FUI—=T5—F
TRAGFIK 6 R0 FR 8 R CF
MRkl 6] 70 mL 30 mL — —
58450 6. CF 4%/ 70 mL 30 mL — 4 mL
M3l 6, CF 8%iBJN] 70 mL 30 mL — 8 mL
MRAk%L 8) 60 mL — 40 mL —
M58k3L 8, CF 4%8n) 60 mL — 40 mL 4mL
B8/ 2L 8. CF 8%iBn) 60 mL — 40 mL 8 mL




2 HERUVAZEDHRTRE - B
AHNOFER O &L, BUFERRBRICS O CTHEMA S RB MR~ e hab [ 1 KOHIBROZRWILE, RO
fiHe 2 KOHIBEOH D] ZBEL CRE LT, RERRBROREME T 2 b a B EE21To R, KA
DHIER OCLREERER SN2 L. WIS, A~ OFREMZBIZE Lo RIS ES SR S h o ol 72 AR HK O
HEDELOCHEZERT 2 ZENFARETH o2 0D, AROHELOCHESZ, BARBRTHO I REME T 2 b
VbR ERDEIRE LT,
AREROHEIE, ZhE T CEE SN IEE R O ERGICESE LTORICONWTEEINZRETH
%,
1) REMIGOT—
REBHGOI— VL, FAERICH SR BEE L2, SN SHED SRR E L RELERTEDL LT D
ZEThDH, TNITIE, BEE 4 gkgHDZ T EER, KU 72< &b 120 mLkg/ H ORGREEDLETH
%,
o ERGEMAGE (160 mLkg/H) 27V I—74+— MEIGHIK 6 Tifb9 52 & T 4 g/kg/ H OB AIRE & 72
5,
o WUIRREDIZDIZ, SHIZELDE NI EELELT IS
- ZU =7+ — MIBAK S # ATk d %
o XUNRNU BT Agkg/ HTHATHDIN, BN ) —%2 0T 554
— U I—74— MEBHIE CF 25
e 160 mL/kg/ A K LKy 2B T X WA
= TV I—=T4— MG S TUREH T BEMaT 5
o R—T AEETIX2 HEAICHERD 2 20T T LT 2R ET 2 0NERD D55
= 7Y I—=T4— MBI CF Tk L, AT =2 —71CRE L COMET 2058 24
ETOFERORBEMHGIT, FEINCREZ AR OTEIND,

2) KR B O E R
HIIIZDOEBRICIS U TRBENREIND, THbDE, AFMEZHRE LN L= R BAH LWL R —3
V7 % 10-30 mL/kg/ H S BAT 5, MIFAERIZB 2 HML, 50 mLkgy HIZBELZL, 7V I—7 45— MG 6
THL L, B CTHREMBREE T —VEERT 52 Y, LB D & FAVIT R0 58% CREIC K D A 0HE
DIIEV A7 PHEINT D Z &2 D,

3) REHIINOFERL
BrAE A Fenton FREA—7 Dz 227 (£0.8) ZHERFCX 571 OICKLECHEYIeRkE I —/Wid, (REBIEE 15 g/ke/H
Thd, THFALROBEZEEORETHY . LY BWHROREICEET 239,

4) 1 Ho®EHE, BB RO ERIL
WY R E & RO DI LRI R AT 5, BEIFIE 160 mLkg/ HICEEBEAEET LN TE 52, LED
TTVHE 2, ERISFLR O E SN CIEE, T 5, W, BMRHARERIXI BRI i, —HoRixz
NLL EOBEENC, 2 WIS B2 5 2 b D, REEMIGE 160 mLkg/ Hix, BRWE—E&W7Z2 BIEEEE L
INTEEDN, fHlx DI RO=—XHEDLETHET L08RV TH S,



4. RZERURBICEET 5IE

1 BAERUVREICEEST 5EE
1.1 3L 21X, FTRESBICEENIITY 2 &, REMBES 160mL/kg/H L0 bET L2 L0
T HOWTIE, T3R(LEL 8, CF 8%38M1) @ 160 mL/kg/H D EIZ Lk > THEE « BELARHORBEITH
ToZ L, ok, HOBKIRESEZEE LML ELOEE T2 IZ O WTX, BEFOTA KT A~
HrRBEITDHI L,

Y% 2 Al YR 2 4
Mgl 6] Mafrel 8) X% T9fb$L 6, CF 4%3ENN)
lfbFl 6. CF 4%:800) MEfr AL 8, CF 4%BM) X% T9fb$ 6, CF 8%iBHN]
M5kl 6, CF 8%iBEJN] {3l 8, CF 8%
Mgl 8) k3L 8. CF 4%38n)
513l 8. CF 4%380) M5a1k3L 8, CF 8%38N)

1.2 AFNOE G2/ T L, 7 HRRER G 20 L7 RB MR ICBITT 5 & &1, 3 BHRRENT TR
GIVEZEATO T &,

(f#dL)

7.1 VLBW R Zxi5 L LS IHRERABRIC IS W TARIO AMER L BMEICBT 27 — 2 3G ST D720,
AR AR FBR (36 1T 2 AF O R EMAG 7 7 b AV ONE MRS L. ELOHEICHEET 2R L L TRE
L7z, WROBARESZEZE L ELOBEEXIT Y BRI ONTE, 17V I—=Tx—F BGTA F] Rk
HOHA T EESZRU, EfTDH L,

1.2 KAWEMZ, ROBFZRANSFAR—ADRBICEARBITSED L, REMBGAMIESCH B A OHEZ 5 & &
IHBENR DD, EARKEBRIZIW T, 3 HEBRENT TIRZICE D B 21T9 2 LIS X2 REMEICET S
T—ABRRE STV D,

5. ERPRALIE
M EEERT—48 /8y r—
RO 1| %
H v Z TN
f i W - K A FP A Wl

BARETEREICAEL | B ARICR T 2 EHERE | B, st i,
TW2 VLBW & (AEKE | [, FF—Ir2 . |HEER. Stk

e 1,500 g i) 147 451 A BmEDOANTI., FA
ﬁﬁﬁ;ﬁ 20-CT-003 | + AHIEE 77 1 (70 fi) ok A S LA 72 ] ol o
- < BEHESEFRPET0 ] (59 H) | &R L T, AL
22 b |2 B % 3 A 9F
REE SN
(2) BRI B
R L

(3) BERICRRRER
gk L




(4) HREE B EAER

1) AR ER
OEMREMEEER (20-CT-003 XER)
VLBW U2 (HHAfRE 1,500 g Rif) ZRZIC, BARICET HERERE [ (MOM), K
; F—3Iv7 (DM), ko N TH., FILdkosEmR{LAl (HMS-1/HMS-2) "7z £ &
i Pelte LT AFIDARIE & 52 % 35 5.,
* HMS-2 1% 2026 4% 1 A K THIE LTz,
TP A Zhtigk k., HAEA(L, FEEM, WATEER G
x5 HERETREREICAZ LTS VLBW B (AR 1,500 g A7)
1) 7E0R 3138 0 A LIRS A L7 VLBW W (HIARIRER 1,500 g A1)
2) A% 10 AL (BB 0~10 H) DR
R L 3) RBRBERATOREDN 100% 524272 AFL (MOM XX DM) IdHif Th - 7-AIR
4) ERRHEE TR IR I > TR FIE 2 T 2 BN H AR
5) EMMREE S OEMILARE LA LI-AR
6) BILFEN, REMMLIEFE D 50 mLkg/ B IZRIET B RIICFEE 2 B LA
1) FHAFUBREZEIER XUEZ O B R 72 S RS 23 H U 7= $LIR
2) MAFURFIC YRR 2B L= 3L IR
3) MANEBRCEEmOEHFEE A L3R
4) VLBW W Z55IZ L7z, i, %%, Feeding Intolerance, HEIEMEZK (NEC) SCHUMIE
R EOEEDOEIHEICH T DHE 42 B E Lz ERFARICS ML T B AR
5) Ef 3 BUNICRIG S, £k 2 HUNICREIREE 2 Bt cE 20 ilIn
N 6) EFHAREBNS, e b 130 mLkg/ H OBALEZITH 2 LN TERVWAE
- 7) LLFOBEEIC L 0 IBBRIGHE L QRN 72 2R B BN R FIRE T H 5 L IR E TR Al 23 1
L7=3LIR
 FEWICHER IR ABY A Z T TV D
s MEZEHEEFT A 72 DI BE R ARG NI L TWD
c AR 12 B EE DR AE 2 S L7 &
8) TRERIBIE D R TR EUE OB & FF oL IR
9) E{EAIL SN D ETE TIZ NEC XITHIMAE 2 %&85E L7~ AR




AR IT ik

50HE £1~10HEB 34;808 34:#E3H
(H&EB) (H&E®) (GA) (GA)  NICU—~GCU BBt

BRTRE NSRS e ECRUTIZ0-7y7

EHMD##* (n=77)

k&
ERREERERE

|

i
I
1
1
I
I
I
I
1
I
HE 1—>| I
i
I RERER (n=70)
I

BERRHRS - HAEAFET

AR SHAR BT P2
R LRIt XIS AR HEROHREMIC K > TRIRD

IC=AYT74—LRIVEY

AR TIX, 7147 il VLBW W% | IRBRESEERMEBI R AR (1,000 g AT/ (1
LB, WONTERHE ST IEA LR 7 m y 7RIS L VATV, RAIRESOIIE RS R
DVTNHIT 111 OTEIY M7z, RFIBEZEND T SN BRE X, FEHGIRG
%, FFELXE R — I A7 WS AFLH RO RFLBR(LA] (RAD ZEE L, S
DA DAV BEBRE IR R R B R A 5 L (TRt 5 7E5M),

AT V== ThbEEECOHM (0 AE~ 10 AH) 2, #EEEHET 27201k
B, R, VAKX OWILIREEZ E 23l Lz, (EE348 1 A DI3BITME LA L. R
RIS TIREE L2235 3 B UL RN TAAID DIERER BRI T2 12U 0 B 2, B
ETCOTru—7 v EEGD, BRI ZE U CREEE, REENE, BRI
THEFERNRT —Z 2INE Uiz, £7-, HAENSEE34H 0 BICET 5 £ TERRE L.

BEHE
(i) HAE~SEsm L BRAART
WThOBETSH, HA%R 24 FFFLN kR 3 AL ISR X 2R85B %E% 10~20
mL/kg/ B HBE L, 1 HZ L2 10~30 mL/kg/ HFHOMET S-S, 1 HHZY D
RIGRFREE 2~3 B 2 LB B L TG $5 2 sk and, £, #RRE
I, AERBEFEUNICBSE L, RIS 120 mL/kg/ H 125 U 72 RE s TV o i
DLEELIERRTHRT T2 L &SN,
1@, BT E A R—T ARG MR Z 30 SN E LTRET A Z L L Shi,
2E. WEk, XU, HNAPEHERH ORISR DA, MERARE. TR, R R
5 D SRV O FRD BRI, MifEERZ 30 0L LTRETS 2L bk
Lan,

(11) FeABTRILH
AFIRE
RIS TS 50 mL/kg/ BIZIE L7 e i n, V.30 (1) RIEROHEDOHES, OB
AFIE A ERA LR UL g, £ LIV, (REEINEE, EREE, 75
NI BREILEDOAH M, MifREM., KOHIROES, ¥ o NI ER PR X — DN ERE
EEELT, HMEaEXIUBELEZITWARRLEEGTHZ L&,
*2 : Patel DFFEBIEIEZ O ICk W kK THREBENT -
REHIERE (g/kg/H) =1000X1In (Wy/W1) / (Dp-Dy)
Dy : L EARBEEMEN, Dy FEAEH, Wi S E2RDEHE (g). Wa: Dy lZBI 51K
E (g, 2B, REBIEEICR S BBREROFFE T, WoKESHARES ERSHET
ITHAEREZRAWD Z L &N, DRIZEOHDOEREEZHAWD Z &Lz,




BT 5
(BiZ)

#1 AHBEOFKEM T 2 =L

P el SRALEL OB B I 2 0 Jitk
TR AR A B8/t 6) ZBALET D,
50 mL/kg/H
W23 L7 BRE AR
VRIS AS % W
TRIGFRTZEN s BICAERBORLEMHA L. 22 oMifaHR2S 30 S LUNOHE
100 mL/kg/ H Baibsl 6) Zikid 5.
V23 L7 W s B RF—3I 07 B USRS 30 B OHA -

i k¥l 6, CF4%iB00) I2HIW 2 %,

IR A B 2 T

il |- SRNANAS Rex

TR A DY
160 mL/kg/ F
ICFE L%

160 mL/kg/ H OFEMGHE RT3 HREG L, BER 0" OBAITIE.
[ U bILa ke 5, BED T4 Y TRVWEAIZIE, FTRICHED,
LTI RLICIS U ib Lo 2 217 5. [3fbd 8.
CF8%BMN] THLHEBEMN+4 Y THRWVESITIE., RBXEREL 160
mL/kg/ A BICHE 9 5,
& 2 Al

[t 6)

58450 6. CF 4%/

DR 2 %

Ma{k¥L 6. CF4%8/0]

< FERG 25 0 H AR CHIA L7254
SUTHERED 10 S—k 2 AL
LT CTHo=84 : T9d{b¥l 8. CF
4%3E 70

<fEfR 25 8 0 HELETHZAL, 2o
HAERES 10 S—k o Z A VBT
Hot=Gh  T58fb$l 6. CF 8%iB
il

{7l 8. CF 8%:B80)

l5@/b3L 8, CF 8%:8M)

[5{b%L 6. CF 8%3iB/N]
58/ L 8. CF 4%iB0)

AKGTHIBR Y A3 D56

RN B s BICAERBORLEHHA L. 22O 30 2 LUNOHE
130 mL/kg/ A GRbL 8) 1BV B2 %,
I LT BEAS c B R —I V7 2, SUIHFEREDS 30 5B OGEA -

b3l 8. CF4%:B0n) 2910z 5,
S E S 3w 130 mL/kg/ H OFEMGHR RT3 B G L, BEN 0 OBAITIE.
130 mL/kg/ B A UsbIL & ke 5, BEX T Y TRVLEAIZIE, FTRICHEWD,
IZ2E L7214 EHL WL ILICIS Um0 YR 2 247 5, [9{EFL 8.

CF8%BHN] THLRERBMN T4 Y THRWESICIE., BIEXEREL 130
mL/kg/ B AR ICHE /3 5,
BER 2Rl
MLl 8
l58{k$L 8. CF 4%:8/1)

BB 2 %
58/ L 8. CF 4%iB0)
M3{k%L 8. CF 8% i8]

a) : FESEAVPRAIC L 0 RIBEEE A 130 mL/kg/ H UL 160 mL/kg/ H RGIZHIR STV B4
b) : 3 HEOMKREBIER A 15 g/kg/ H UL EDOHA




Fio, R20LBY, BE3MBET H»S 3 HELENT TEERBIR2 IOV EX S Z
LLani,

£2 Bii7eban

A a—L | EIF 3438 BAT BAT AT Wi T
(1R) 0 H 1 AH 2HH 3AH =
1[EH AFH e e e ki
2[EA AF AF AF Pk Y
38 H A AH 1 e 1 e 1 e
4[EA AF AF AF AF Pk
) ] 5mEA AF 12 12 12 FEEHE
A7 ‘ ‘
(i %) 67 H AF AFH AF 12 12
715 H AF AF 12 e 12 FEHE
8 A H AF AFH AFH AFH e
AFH| L AR L BHARS U TR LIl X 2 s
Y YRS
TR
R TRED 100~120 mL/kg/ HIZE#E LR A D, 7 HRBIEFITH S HMS-1 i
HMS-2 OfEHEEDO Y& (1 8% 83 60mL LiRE) T L7kl 2 &G L. £ D
A% HMS-1 X1t HMS-2 O R (1 /4% FH7, 30 mL & iR4A) il L= ksl %
BETHZ L EENT, ok, HAMRKE 1,000g KiFEOWR TIX, BRI TEAMOHIENIZ X
0. IR E RN 50 mL/ke/ HIZE LR m T L 0 BHI O S 6, RO} & TH
Wb 2B L THL LW & &S,
At
FEFMEEHE
HAE DS BRI 23 & T A ME1E 34 B 0 0 £ CTOMRERINEE (g/ke/H)
BRI E B
c HAEBIETE 34 38 0 B OWHILIIMK T £ To, EEGR A L i L AHIOKE z 2 =2
T OEN, HFEOHEINN (cm/l) LNz Az T2k, BEFOEMN (m/l) KNz a7
DEAL
 HAENSEAWAR RS EFRIND 160 mL/kg/ A UL R E TO
A% 2EE TOREWILABEENROF I
S— « A & HAE R~ ORI F T OREH]

- RERRIRCE 2R B G- B EC (WA & O H %)
- % 72 R LARE O P 8 5 1 5K
« N SR o fi A B 2K

TEMH

cMAFRFEEFE (D &b 1T EBIC 1 ELLEFEL)

< MIRFIMRAEE, mH Na, K, Cl, Ca, P, Zn, Mg HORE (D7 b 2 #HHIZ 1 FH
L EFEA)
CTNTIVROFVTAT I BE (FAT I EE D ey 1 EENIC 1 |EL R
fli, VT ATIRE D sS4 B 1 EILLEFER)

- FEES RBIROSHED TR EDOWN S DR D RER K O TR %




fEAT 7 1k

o

FEGI%k D ER EARHL

FEEHIE H T D REBINEEEIZ OV T, AFIRE EEHERENOES 0gkg/B, KREOE
Mz (SD) % 3.0g/kg/H ERKE LTz, EHME~—T 0 %-1.45 gikg/B., M) 80%., FE
KHE 0.025 (KD & L7=5a. IESMEAREAET 5 72 DI BB A EBIEITAEE 69 5] (B 138
Bl Lrab | IR ORE OB EOTFRARERERIZL Dk - BLEER 5% %58 LT
146 5] (£EE 736 & L7,

FEFAME B OFFHT : LD DT T3 21E1E 34 16 0 H £ TOAREBENEE
(FRIREE - g/kg/H)  (Patel OFFEBABIEIC L0 BT ZFHE L7z,

< AFIBEOREIEIHEE DS, AEUESRBEDO R E I 2% L CIHELHETH D07 T 5
7o, SEERHEDZED 97.5%Cl O TRIENIEL M~ — 2 v % LElo e GEGIZIEL D e
RBENZE Lz GESME~—T 1%-145 gkg/B),
< AFIBEO KRBT DS, FEYESRRBEO R\ 123 L CHEL M TH D 2 L BRGE
SNTHE. 2EACREIZL Y 2 BER OEIERNT 2 92456 L7z,
*REIINEEEE (g/kg/B) 1% Patel OFEERRISES 10 o SE kU L v RSz,
RERIIEE (gkg/H) = [1000*In (Wo/W1)] / (D -Dy)
Wi ARERBHARREOKRE, W, : {E1E Do B BIHE SR,
Di: Wi AEERZ A, Do WaSHIE S 072

FEFEE B OV 7 I — T

< HAEKEC X Y ERIME (500 g AR, 500~750 g, 751~1,000 g, 1,001~1,250g, 1,251~
1,500g) L., &EIZHBTHHMOERERIMEEOEMHAREZE M L, £2, £EIck
1T BRI ST S 97.5%EHEIX R o0 F IR A 2 H L7~

BIYKEHTE B
cKEz AaT7 OB b, FREBEMEEE Nz 2 a7 O b, FEFENELE LK Nz 2 a7 OZ& b
s B R L OBHBEBEIERE X, WIERGEE SIEIE 34 3 0 IS DLl Cus ik
ANCE DRl FToE s, FoMBOBEBCHRLTEN LK,
« EEFHME DI 1% Kolmogorov-Smirnov 4 & 21T - 77
+ Monte Carlo estimation 705 p fHZ R H L7= (HFE K OGEFHEE IS E)
© 2 FEAROD t BE XU Wilcoxon DNEMLFIRENS p EEFHT L7z (EH 62025003
Kolmogorov-Smirnov i & D#k BT HSWTHRE L) (2 2A=27),
B HREETRIR T & L CERYMZ2RERERICEDERR O 27572 (z A2
7)o

s HAEND ERHALA R L EFRI D 160 mL/kg/H LA FEIRE TO A% :
ETOWILT —FIZBIT5%E (mL) ROENSLEH LT,
(LA &S 160 mL/kg/ A DL BICEIEE L7220 Tofod . BHRIBHTICE W TrRe i N EmR
SINTHEOFERRKEEBIE TOBBUTH T D2 ARH L OEEREROZELRF LT
(Monte Carlo estimation K& OVEE[FVF/HT. 1RRAEZ TR 1. {EMEEZFEILEE L L
7).

< Bt 2 E COELMAIAEER DA M

s WA HAKRE~OEIE £ TO B : log rank test & WV THEHT L7z,

- RREIRCE RS B (IR KUY B4R) : Poisson regression % F N CHENT L 7=,

- A% 72 BER LA O BT 3B 5 B % : Poisson regression & AN THEMT L 72,

o NLIPEIR Z3 0048 F H %% : Poisson regression % FAV N THEHT L7z,

¥ EEAHGTE B K OEIKEHIE B OfFAT CrEA B K ELZ M 5% & Lz,




T&H
BT OEEREEVEFMIE B 1372 &R /R4 M & R ST LTz,
- MHRFEER
2 ARt FRE U Wilcoxon ONANLFIRRE &2 FHWCHEME L, EHMEIZ-DW Tt Kolmogorov-
Smimov FEEIZFE SV TIRE L1z, IEMER p HEZRDD I ENTE RN THEIE,
Monte Carlo estimation % FH\ 7z,
- MEFHRAM, mH Na, K, Cl, Ca, P, Zn, Mg iR/ :
MR R R & R, FRERFR T 2 BER t 78 X% Wilcoxon OEALFIRE % H
WTENM L, EFMEIZ-SW T Kolmogorov-Smirnov & & 12 3-S5 W THRE L7z,
k. EHe7eplaRDD Z LN TER>7=8A1E. Monte Carlo estimation & V7,
CTNANTIURORT LT AT I PR
LARVERNT R G & R G, A RERF AT 2 BEAR R E X% Wilcoxon O JIEAZFIRRE % A
WTHEM L, EFRMEIZSWTIE Kolmogorov-Smirnov fREIZISWTHRE LTz, 728, 1E
el paRDD Z LN TEAh - 7285 1E. Monte Carlo estimation % FV 7,
- HEFZIT MedDRA v.25.1 Z W TR A, SOC I KX O PT BN /04 L CHERF LT,
REEOFERFRLE L THRESNTZ, BTFIRTEEEFR ORI OF By B
PWEHREZ LICEH L, BHREEKRRZED 95%CI 2B H L CHREFEM ORIREIE % i
L7z, 74 v oY —OHEEHRERELZ AT, BESHEMORBBESOEOKFFNEER
EERE Lz, REIECTHA ZRBREXILT 4 v ¥ v — OIEMRE Z AV TREST L
770
— B
— EFAIRMULAE (LOS) (Mikhs#sic & v e
— BN (NEC) (Bell 3R T —Y ILLE)
— REZMRIHUE (BPD) : E1E 36 ¥ 0 H R COREFEL G K OV SUIMERARB) 23 24
HELER
— HERAEMEESGE (ROP) : MAZME LT 5 LMW, AT—Y 3, 7T ADE
BaEbo, IV —r12hd & ESE

fEAT 7 1k
(i)




(RRBRAE R ]
(BEHR
B OHEHER R ON—R T A UREOEK) UTT 2EH])

AFIEE (n=77) IEHERRRE (n=70)
HAERE (g)
R 908.1 947.6
SD 264.13 275.90
i 904.0 936.0
Moyhide (35 1 Uoyhrdk, % 3 Mo i) 714.0, 1085.0 742.0, 1205.0
HEPH (Re/ME, FRRAE) 433, 1456 377, 1460
TERG IR ()
S 27.05 27.63
SD 2.588 2.324
rp i 27.40 27.85
maorhrde (35 1 Moyfrd, % 3 Worhrd) 24.70, 29.30 25.70,29.70
HF (R IME, RKIE) 22.0,30.9 22.4,30.9
HIZARFOFEP  (cm)
R 24.33 24.62
SD 2.434 2.443
i 24.60 24.95
Moyhide (35 1 Uoyhrdk, % 3 Mo i) 22.50, 26.10 22.70, 26.50
HEPH (Re/ME, FRRAHE) 19.2,30.0 19.2,28.5
HAERFOEE (cm)
S 33.84 34.54
SD 3.610 3.344
rp i 34.50 34.75
maorhrde (35 1 Moyfrdk, % 3 Worhrdk) 31.00, 36.50 31.50, 37.50
#PH O/ MiE, 26.0,41.5 26.0, 40.5
PERL n (%)
Bk 44 (57.1) 33 (47.1)
ok 33 (42.9) 37 (52.9)
AFE, n (%)
HAN 70 (90.9) 59 (84.3)
AN, WERL 7 (9.1) 11 (15.7)




CHZE)
BRI T (EIE348 0 A) E CTOREEMEE (KREE) [EEFHMEEHEE] (TT £H)

FELMEfRAT
BETE 34 18 0 B CTOFHREHMEE (SD) X, AAHE 13.44 (3.914) ghkg/H . FEHERFERET 11.96 (3.061)
gkg/H ThH o7z, RFIFEL AEAELBREOZZD Tl 97.5%CL O FRE 0.3214 1%, FANIHRE I NS E~—T v

(-145gkg/H) % EES7-Z &b, REIBEOFERERZBRIZX T HIEL N RI N,
HAESHALBIKT ((BIE348 0 H) £ TORESMEE (WREHE) FELMMITR R ATT £MH)

AFKIEE (n=77) IEHERZERE (n=70)

HAKRE (g). FHEE=SD 908.1+264.13 947.6+275.90
BEIE34 0 HicKITHKE (g FHIELSD 1786.2+277.8 1592.4+273.9
HAENHIEIE 340 B ETOHIM (1), FEHE+ESD 472+17.6 443+163
{REIEINHE * (gkg/A)

S 2= SD 13.44+3.914 11.96+3.061

rp i 14.00 11.80

Wasrhirde (35 1 o frd, 5 3 MU hrdk) 11.20, 15.60 9.60, 14.10

HEPH (Re/ME, RRAHE) -3.3,21.0 5.1,19.5

FEM DB ZEIZI1T 2 A CT D 97.5% T IR 0.3214

a:{EIE34 0 0 B ETizhik L72EF] CARFIRE - 7 B, FRYESEERE - 1 60) (2B 21E1E 34 1 0 A OREO KHIE
(3. PURRTO FAEBEG-R O T THETE S ATz,

PR AR AT

HIAENBIEIE 34 1 0 A £ CORERINEE OIELMENTHER SN2 72, FERTOFH IR VAT 2 3205 L 7=,
ZORER, ARFFECITERESE TR LA B R REREAEE N Sz (p=0.0063, 2 HEARtHRE, 4 H LD pfHE),

20 T
18
16
14 T
12
10

p=0.0063 '

REEINEE (g/kg/B)

o N A O ©

AEIEE (n=77) RERERT (n=70)
T 13.44 11.96




WA LEIE 34 8 0 H OWALIIMKE T ETO, HHERER L R LI AKIOKRE 2z 237 02k, FROENK
Wz 227 OZAb, BEEOHEME YNz 227 02k [BIRFEMEE] (TT 2£MH)
cAKEHz AT
Rz 2 a7 O CEEEESD) 1%, AHIBET-0.73410.5197, HEHEREEBETIE-1.15210.5879 TH V. 7B
A CHRE L2 fEATIC B0 T AAIBIIHGHERICH BICEE Th 72 (p<0.0001),

HAENDIETE 34 0 B OMFILIIMKR T E ToREz 2 a7 OEL

Kz 227 OFEAL AHI FEHESE AR TERRIIE ClBE L7z p M
n 77 70
S fE -0.734 -1.152 <0.0001
SD 0.5197 0.5879
e/ ME, HKE -1.94,0.65 -2.96,0.14
U7z p fEIL, TREREA TIIE . eI A SR A R L T2 EEIRAITIC L W FEH L,

c B EBEIEEL OER 2z 2 a7 Ok
HEMINEE CEXEESD) 13, AFIEET 0.8320.300 e/, HEHESRERET 0.6720.266 e/ TH 7= (F
M), H&E z 2270t CEXEESD) 1, ARARET-1.266+0.8163, HEHERFERET-1.576+0.6382 TH-o7=
(M), WIS IERBIRM CHRE LT ick VT, REIBHIFHFFNCERICEBE Ch o= (HREINE
B p=0.0022, HEz 227 :p=0.0015),

HZAENBIETE 34 8 0 H OB T £ TCOHFERMEE (cm/#H)
12 [

p=0.0022 !

08 —— .|-

0.6

B RIENNERE (cm/iE)

AFIEE (n=75) BRAERERY (n=70)
T8 0.83 0.67

*PER LR O p BITIEIERE A TS, TERR IR & P4 s B 2 9 2 EEYEOHTIC L v B L7z,
HAENSIEE 3480 BOWAYMK TETCOHERE z 2 a7 0&E

HRzAa7 0kl AT TEVESR AR TENG IR CRl%E L7z p i
n 73 69
il -1.266 -1.576 0.0015
SD 0.8163 0.6382
B/ IME, R AE -3.42,1.01 -3.56,-0.37

A L7 p IS, TR 2 TR R, ERRIIR 2 I E R & T 2 AR TS L D B L7,

- BEPHBS L} OBEBH z 2 2 7 DAL
SHPARIERE CEHMESD) 1, AFIFET 0.66+0.255 cm/il], FEAESEHEAE T 0.58+£0.222 e/l TH -7 (T
X), BEBH z 227 Ot CEEMEESD) 1X. AFIEET-0.978+1.0410, HEHERIEEET-1.243+09137 TH-o7=
(FFR). WTNLAFFETEM THo7p, TERBIF T LT oW M mIC R FR 2B B A
B BRI o = (BEFEHEIEEE : p=0.0786, HHFH z A 27 : p=0.0651),




HAENGETE 34 38 0 H ORFLIIRKE T £ COBHBEIEE (cm/i#)
1 |
0.9
0.8
0.7
06 ——
0.5
04
0.3
0.2
0.1
0

p=0.0786 !

E (cm/E)

EAFEENNE

AHIBE (n=75) BAEREEE (n=70)
Fi91E 0.66 0.5

*RER LR O p BITIEIERE & TS, TERR IR & P4 s i b 9 2 EEYESHTIC L 0 B Lz,
HAENSIEE 34 0 B OWALYIMKE T ETOEHE z 227 0&Ek

9PH z A 27 DAL AFIHE TEVER AR TENG IR CRl% L7z p i
n 73 69
YA -0.978 -1.243 0.0651
SD 1.0410 0.9137
Be/IMIE, B Al -3.61,2.66 -3.91, 1.04

A U7 p IS, TR 2 TR R, ERRIIR 2 I E R L T 2 RIS L D B L7,

WA D SEEMAN R L ERIND 160 mL/kg H UL HEEE TOHEK

W% 2B E COFEWLAREROAME [BIRFMEER] (TT 4£H)

MEE T < OWERE DK OHIREZ3217 TE Y, 160 mLkg/ H (GERFRFBE) (SE LR ZBRENRD b
722D, ITT KON PPS ICHT 2 e 2B E To B T HAR 2 M CRaswBRIIET 5 T TicH
T HMRPUIREETH o 7=,

FHRMHTICBW T ITT TERSNIZRERBENER SNIZHAOREFBEERE TO BT 2 A O3
RBROMEBERT L, TOME, AHBETIT 34 F, BB T 33 fINERRBEMEER L, A
BRI 258 2RBOERITEE 200 B TH - DIZH L, EHERBEOWRE CTIL259 B THY . KAMED S
DRI [(EMRBIRK TR L7z p fE @ 0.0222 (EFEYRIHT) 1,

BN S HAEKRE~ORIE F oM [BIREHMEEE] ATT 4£H)

HAEKBEA~OEE E TOFE AL ESD 1L, AFIRE 11.5+55.58 A, HEHEEERE 12.11£5.16 A TH Y . AFIEETIZE
WETOHEREN - TR, TSR FNREEETIRD DR o7z [RMEE p fE : p=0.3508 (log rank
test) 1o

W F IR G- of B [RIREHEEE ] (TT £H)

RERIRR B R GO A EUT, AHIRE 174 B, BEREF1STHTHY . AFBETHENR L7203, WMEERH
IR BB ET A Do T [FERHIM CTHEE L7z pfE : 04177 (£ Z & Poisson regression) |,

WL 72 BER AR O PUE R G- B [RIGEHEEE] (ITT 4£H)
AFIBE TR 72 R LA OHUEME B G A DS AANC A BT D e o 7o ({ERRBIR CTHR%EE L7- p & : 0.0016

(%75 & Poisson regression) |,



WA TR O A% [BIRGEHIEEE] ITT 4£H)

SEBN TR gt B EOIAAIRE (308 H) MEMESNERE (284H) KV EL. ZOETHGFFHICER ThH T
[p<0.0001, FEMGHIRICIHEEHL (£ H: Poisson regression) ], A TIFEREHEH B ¥ () 13X, W& 55 ClEIE
U (ZNFH280HKWR285H) THY, WTINH ATIMERGZAEOKRERIEL2E KOO ER LI,

(L4atE)

Wi FRFEFR [RIKGHEEE] (LMo S
ARFURECITARYER AR & H U CIR GBI 2 B 5 11 IS T TEfEZ R Lc, ZAUS K 0 RFIREDIE S 23
FERH ITER AT AR L) G Lo/ SE 2 BT,

WA, Y Na, K, Cl. Ca, P, Zn, Mg{RE [RIKFHEEE] (LM<t g 8 MH)
AFNHFEEZBER LTI AT/ (Na, K, Cl, Ca, P, Zn KU'Mg) ZRIMLTWAD, X T 00MhiEE%
HIE LTz,

- fH Na, K, Cl, Ca, PREIX., WTINOEERHICBWTHRBRIAM A8 U CIEE#H THER LT,

< M Zn AL, HAERNIERM (FH/IME 7.0 pmol/L) TH o748, BRI i 2 1IZBD LTz, AFIBETIE
2T, FEREFTIZE A L2 TOMPRENEF®HRIATH > 7223, MHPREDN ER LR IT o7,
- Mg BREE, WTROBREFICIBW TS HARTEME CEAME - AFIFE 1.161 mmol/L, FHERERE 1.070
mmol/L) TH o727, 1 #HEFTICIEF#ME (0.49~1.07 mmol/L) IZI&F L, Z D% IFWIR 48 U CIER bl
PICHERF STz, 7238, HIZAERF oI Mg IBENEMEZ~7ZHA L LT, BEA~OFilg~ 7 %27 a85C &
DHARIC ER LW EBNHEHIEND, ZOFRGICETILIT X IARBRTIIREL TH R0V DD, 7
FER DILIROIAZ N M % B < 72 O MBI 22 1R IE Th 5.

*Na : 28 W AR : 129~142 mmol/L, 28~32 i : 131~142 mmol/L

K : 3.7~6.1 mmol/L

Cl: 101~111 mmol/L

Ca : 2.0~2.7 mmol/L
P: 1.61~2.58 mmol/L

W7LVT v, TUTA7 I RE [BIWRGHEER] (AT R4EMH)

FLTIVEORT LT AT I OMBEEL. WFNOERSECE N T LRI 258 U CIEF &I CHERE L.
RRHIE A E CCRgREAEMPNES N LR anT,

FLT AT I A LTI, EHMD B CIIAEESesg it & i L ¢, # 54 6 I3 2MIcHEEICEEZ R L
[p=0.0217 Q EAR t &), 4B Lo p E], &5KEE 8 BMITITN—R T A U2 b OE(LENRFFIINCAEI
EfEE R LT [p=0.0197 QAR tHRE). 4 H Lo pfE],

*TVT I AEOTE R ;28 WA 1 20~32 g/L, 28~32 3 : 25~35g/L, F LT NT I AEOEREF 1 0.73~3.64 pmol/L

BAEFROBE (RSN

AFNEE32.5% (25/77 1) 12 39 4, FEHERAERE 21.4% (15/70 ) 12 28 A HHRNFKEL LTz, 1R LEENH
LDHERS LUT, BHER) 1IAAIRE7.8% (6/77 B1) 12 7 1, FEMESRTE 1.4% (1/70 1)) 1 1 H-FBL L7z, H4%
FEOIEE OF FEFRGUIARAIRE 11.7% (9/77 F1) 1T 10 {4, HEAERERE 57% (470 F) (2 6 B L1z, HER
HEBEGIIARAFRE 3.9% (3/77 B1) 12 3 . EAERFER 2.9% 2 f) 12 2 fF, BTICE ST AEFRIIARFE
3.9% (3/77 B) . FEUERAREE 2.9% (2/70 f) WCRB Lz, HEPIEICEST-HEHERIT, AFIEET 78% (6/77
Bl 127 B LT,

HERAEES WLICESTAEERICOVTL, IBBRIBR & ORREEIRIZEE S,



BEEFRGLOEIER (ZeMfIT < R4ER)

AFB TR LZROONZAEFLRIT, HRIEVTEMEESR, MEMEERT Y U 77—, Hifk, BREEE1%3.9%
(3/7761) Tholz, EHERBHTRDLEZ RO ONIZHEFEFRRIL, BIRMEET > F—v R, KR, Bro/K
JERDE 2.9% (/70 61) THotz,

T2, AFIBETRD DNZREEAE, BREVHIERE 2.6% (/77 F) . BEEiEm,. TR, MERR, SREfR
At @8V 7 AMAENRE 1.3% (1/77 Bl) Tholz, HEAERBHECRD SNZEWERITE L 1.4% (1/70 1)
Th-oT,

ETOHERL AIER
FERIRHE ARAIEE FENE AR AFE TR UES IR
FEATE (n=77) (n=70) (n=77) (n=70)
n (%) n (%) n (%) n (%)
BEFEL IREIER ORBAEL 39 28 7 1
BHEEL UIENEHAORBHIE (%) 25 (32.5) 15 (21.4) 6 (7.8) 1 (1.4)
MiEFR LY oGRS 0 1 (1.4) 0 0
H i BRI E 0 1 (1.4) 0 0
JERME, FiMER L OB TR E 0 2 (2.9) 0 0
[E¥y/N 7] 0 1 (1.4) 0 0
ST A A A i 1) of 0 1 (1.4) 0 0
oW 1 (1.3) 1 (1.4) 0 0
RIE B RE R 2 0 1 (1.4) 0 0
R B RB AR T i 1 (1.3) 0 0 0
IR 5 (6.5) 2 (2.9) 4 (5.2) 1 (1.4)
A 1 (1.3) 0 1 (1.3) 0
TR 1 (1.3) 0 1 (1.3) 0
HIER R 1 (1.3) 0 1 (1.3) 0
T i, 0 1 (1.4) 0 0
B 0 1 (1.4) 0 1 (1.4)
BB R 3 (3.9 0 2 (2.6) 0
—% - RHEER L OGN OREE 1 (1.3) 0 0 0
AT 1 (1.3) 0 0 0
JEYIE RS K OV AR HUE 8 (10.4) 6 (8.6) 0 0
[EafiiRE 0 1 (1.4) 0 0
HIEERB Y X ) 77— 3 (3.9 1 (1.4) 0 0
[ S e B e 0 1 (1.4) 0 0
BT LB R 0 1 (1.4) 0 0
Hi gz 0 1 (1.4) 0 0
SR L S 1 (1.3) 0 0 0
fifi g 3 (3.9 1 (1.4) 0 0
T MR T 1 B R 0 1 (1.4) 0 0
R I E 1 (1.3) 0 0 0
MENES 3 >~ 7 1 (1.3) 0 0 0
RUAE R 1 (1.3) 0 0 0
BE, PER L OWE S IHE 3 (3.9 0 0 0
b SIHE- 3 (3.9 0 0 0




ETOHERSL AIER
ZRERIR A ARAIEE FENE AR AFE TR UES IR
EARGE (n=77) (n=70) (n=77) (n=70)
n (%) n (%) n (%) n (%)
(HEYZN e 2 (2.6) 0 0 0
i H FCR BRI AR V- L HE N 1 (1.3) 0 0 0
i IR 1 (1.3) 0 0 0
Rt L Ok E®E 6 (7.8) 1 (1.4) 2 (2.6) 0
SR MG AT 1 (1.3) 0 1 (1.3) 0
e IR 1 (1.3) 0 0 0
& U 7 AIfUE 1 (1.3) 0 1 (1.3) 0
BT VT 2 v fE 0 1 (1.4) 0 0
&A= F - MfE 0 1 (1.4) 0 0
&A1Y O A ifE 1 (1.3) 0 0 0
e/ g SVAVN] ik h: 1 (1.3) 0 0 0
KT U T A fE 1 (1.3) 0 0 0
Rt T v F— A 1 (1.3) 0 0 0
PR R IEE 1 (1.3) 0 0 0
ikl 1 (1.3) 0 0 0
B ¥ L ORISR E 1 (1.3) 2 (2.9) 0 0
BIRMEMET v K= 2 1 (1.3) 2 (2.9) 0 0
AR B L O EREE 0 1 (1.4) 0 0
et 0 1 (1.4) 0 0
Mg, MaERds Otk 2 (2.6) 1 (1.4) 0 0
S 1 (1.3) 0 0 0
Sl ERSR A2 0 1 (1.4) 0 0
LTS 1 (1.3) 0 0 0
FERG ¥ Z OV T gk b 4 (52) 5 (7.1) 0 0
B % 0 2 (2.9) 0 0
Bl o JER 2 (2.6) 2 (2.9 0 0
JE VR R i ¢ 0 1 (1.4) 0 0
PRGOS A 2 (2.6) 1 (1.4) 0 0
BTG FI 0 1 (1.4) 0 0
A5 R 0 1 (1.4) 0 0
[IIKESAS 0 1 (1.4) 0 0

MedDRA v25.1

[l — DO EELBEERIFEBL Lo IS oW TR, T 2 8AK58% 1 Rl LT

BEORFERERMPFEB LIERE IOV TH, YT 508% 1RlE LTER LT,

L7,

Fiz, F—DIEHIKR

AN

H\

N



WEEENOAESEG (LR RN

TEEROVEEOHEFROREIHEIG
%)2.9% (2/70{&]) T&)Of;o

- KRFBEO PEE DA HHGILE RE VIR

M54 1 FliRBO b,

c ARBEOBEEOAFEZIT, T, BHAEREC, BuiE, BErES g v 7 RS 1 A Shiz,
© BEIME, PR BRI 1 BIZERD T,
iR PR 2 2345 1 BICEB D bz,

YRR TV
HED

C PEHESRRBE O EE O ERLIT
- RSB BEO B OF EH ST A VBT

Ty 0% (0/70 i) THoT-,

. RIEREREA 4
A il S
Fio, PEEROEEORIERORBEIG T, AFIFET2.6% Q776) KO1.3% (1/77 1),
AFIBEO P EORWERITIRBMMAATIE, @Y U AMIERSS 1 4,

B RARMAG

RIVE ISR BRI B OV P23 45 1 BISRBD Bz,

X, AAFET6.5% (5777 H1) FHON5.2% (4/77 Bi) .

BFREREHTIIVTH

AME. @A U 7 AfE, REET  F—=v 20 K

L IPNG
FAGH

ETOHEFS

il 1EH]

AHHE
(n=77)
n (%)

FEAES A
(n=70)
n (%)

AAIHE
(n=77)
n (%)

PR AR
(n=70)
n (%)

AEEZORABEL (%)

AR

5 (6.5)

(2.9)

2 (2.6)

T

4 (52)

2
2 (2.9)

1 (1.3)

FeRPE, MR KL OB BMEREE

A

HE

1 (1.4)

A VB I v 10

AR

HE

1 (1.4)

PN A

A

1 (1.4)

HE

BIEFERE R 2

AR

1 (1.4)

HE

H IR E

A

1 (1.3)

HE

1 (1.3)

1 (1.3)

HEER RS

AR

T

1 (1.3)

1 (1.3)

T

A

HE

1 (1.3)

1 (1.3)

A R R

AR

1 (1.3)

T




ETOHEESL RIER
FERIRS A PEER AR AHIE FEHES R
FEATE (n=77) (n=70) (n=77) (n=70)
n (%) n (%) n (%) n (%)
—f - REFEER X OG0 RiE
A 0
HE 1 (1.3)
FrAaysE e
M 0
B 1 (1.3)
REYYIE B K OV HRUE
A 0 2 (2.9)
o 2 (2.6) 1 (1.4)
T I
M 0 1 (1.4)
B 0 0
[ e A T JR
A 0 1 (1.4)
o 0 0
RN P BB S
M 0 0
B 0 1 (1.4)
R i iE
A 0
HE 1 (1.3)
B e 5 v 7
M 0
B 1 (1.3)
Rt L Ok mEE
A 3 (3.9) 0 2 (2.6)
mHE 0 0 0
SR HAE AT
M 1 (1.3) 0 1 (1.3)
B 0 0 0
& T A fiE
A 1 (1.3) 0 1 (1.3)
o 0 0 0
REET v R— 2
M 1 (1.3) 0
B 0
MER R, MEREs J O hR R
A 1 (1.3)
o 0
]
M 1 (1.3)
B 0

MedDRA v25.1
[ — DA EFZENEEIIEE LR oW, ST 28K E 1 BE LTER Lz, £, A—0HENRIENT
BEOFFELNIEB LR ICOWTH, ST 5084 1 RlE LTHER LT,



WETICE - FEFRG (LRI RER)

WIS E > T-HEESRIT, AFIEET3.9% B3/77 H) 13 H3EI L, WFRIZEEREL (NEC 2L D), WUfE,
JRIMSES 2 > 7 D& 1Bl Ch oz, MEHERREETIL2.9% (/70 F) 12 PEFBL L. PERIZHT A VMR i 1 1=
JiE B ORI MERIIER 3% 1 Bl Th o 7o, WITNOFERES G IRBRIGIR & OREBRIIGE ST,

IRERIR AFIEE (n=77) FEHER R (n=70)
FEARGE n (%) n (%)
HLICE T HEELOREBE (%) 3 (3.9 2 (2.9)
JeRME, FiRMER L ORISR E 0 1 (1.4)
ST A VT T A i v 1 0 1 (1.4)
—f - BHEER L OB GO REE 1 (1.3) 0
AT 1 (1.3) 0
JRYUE B X OV A BUE 2 (2.6) 1 (1.4)
FRIR B VRGNS 0 1 (1.4)
RIS 1 (1.3) 0
WUmENES = > 7 1 (1.3) 0
MedDRA v25.1

[l — DA ERZNEBEFEL L IRE IOV, BT 20 E 1 WE LTRE L, £, R—0#HBEHRSEANT
BEOB FERERMRFEB LIRE IOV TH, YT 50845 1RlE LTER LT,

WEELAEFEFR (MM G 4ERH)

EERAEEZIL. AFBET 3.9% 3/77 F1) 12 3 HEBIL, WRRIZHTAST (NEC 12&L25), RUmAE, HULiE
Tav IR 1 FIThH o, EHERFRETIE 2.9% (2/70 1) (2 2 fR3ER L, PRRISHTAE VB AE M fifi v i 120 & OF
FERBEEREIER DS L Bl Cholz, WTNOFEEFEELR GIRRIAE & OREBEGRIIEE S vz,

FEERIRS A AFIEE (n=77) FEMESE R (n=70)
FEARGE n (%) n (%)
R A EFZ ORI 3 2
HELAEELZOFKEBIE (%) 3 (3.9 2 (2.9)
FeRME, FhEtER L OGRS 0 1 (1.4)
ST AR A A i 1) of R 0 1 (1.4)
—% - RHEER L OGN OREE 1 (1.3) 0
BT 1 (1.3) 0
JRYHE R X OV A BUiE 2 (2.6) 1 (1.4)
TR B MRS 0 1 (1.4)
FRLIAE 1 (1.3) 0
BUMSEME > 2 v 7 1 (1.3) 0
MedDRA v25.1

[l — DA ERRNEBEFEL LR E ICOW T, BT 2AEE 1 e LTRE L, £, R—0#HBEHRSEANT
BEORFERERHPFEB LIRE IOV TH, YT 508% 1RlE LTER LT,



WG PIRCESTEAEER (LTI REH)
BLERIEICESTZAERRIT, AARET7.8% (6/77 B) (2 7RI L, WIRITIEEIZAG, TR, HERR, M
SE. WOMJENMES = v 7 BiAEWIET, REMGRIELSS 1 flThoTz, 209 b, EEEmMm. TR, HIERR,
REMFSAMPEITIRR S TSV | L S iz,

B RIR ARAIEE (0=77)
YN n (%)
G HIEICE > - A EFERORBUK 7
Be iR I IZ B S e T FEFRORBHE (%) 6 (7.8)
H Gk 2 (2.6)
JE RN 1 (1.3)
T 1 (1.3)
HIER R 1 (1.3)
—% - RHEER L OGN OREE 1 (1.3)
BT 1 (1.3)
JRYE R X OV A BUiE 2 (2.6)
I AE 1 (1.3)
PMEES = v 7 1 (1.3)
Rt L O E®E 1 (1.3)
KA AT 1 (1.3)
MedDRA v25.1

[l — DA ERZNEBREFEL LR E ICOW T, BT 2L 1 ME LTRE L, £, R—0@HBEHRSEANT
BEORFERERHPFEB LIERE IOV TH, YT 508% 1RlE LTER LT,
X ARUERREE T, MBRRBAIN G S Tninied, FEBOLEZGR L L,

WSE O R OB (RTS8 1)
PR R M ORBRIEE 13, BT, BERBBUNE (LOS). MK (NEC), K& KMiRFEAE (BPD), H
FERZAZHEBAE (ROP) 2B INHESEIETH D,
ARHFNFET 77 Bl 60 B (77.9%) M OMEHESAEHE T 70 il 48 5] (68.6%) IZWVTALINDERRA N FFEL L
7o TERGHIM CRREE L7 AT ICIV O ARHIRE & EEEEHMICEE RO bz o7 (p=0.4018),
B, SIS (JETS. LOS, NEC, BPD M (f ROP) BITHIENRBIM CTHIE L= 21T-o 7228, WTh
b MRS HEET PRI BT 2 =TGR O bR o T2,

AFIEE TEAESE R PN FIEE 2 p M | L .
(n=77) (n=70) p fE Y (o) 2 | PRSP AR
P AN SYVEONT TR at =y 0.1997 0.4018 <0.0001
FRIEMREROWTINEET | 60 (77.9%) | 48 (68.6%)
TR R 2 B E 720 17 (22.1%) | 22 (31.4%)
FRiEAE R SR
A 3 (3.9%) 2 (2.9%)
LOS 2 (2.6%) 2 (2.9%)
NEC 1 (1.3%) 0 (0.0%)
BPD 57 (74.0%) | 45 (64.3%)
ROP 14 (182%) | 12 (17.1%)

SERRE A PIAE, ERBIMEZREILERL Lzn VAT 4 v 7 EIRON LA LN p E
LOS : Mmikss#1 X 2 s

NEC : Bell 43%4 T Stage Il 24 1=

BPD : &1E 36 18 0 A Kl COREFRER G- K O/ SUIFERARBY 3 2 & E 7

ROP: MAZEME LT B LHWEIN, AT -3, TTAOERE LD, IV —r 1IZHD LER



FENRIAIBI O R L OREBRBRII TERO LB ThoTz,

- TERGHIM 26 3 0 H~27 38 6 H : JECER O REEEEIIARIIET 77.8%. fFHEREIET 938% L. KFIHET
KB THoTm, L, (EAESERECTIIAKIRE L L LT BPD K UVESE ROP OREENE N -T2 EIZL D
LEZ N,

- TERGHIRD 28 3 0 A~29 8 6 A : LR O RREEEBUIIAFIFET 70.0%., FEUERERE T 38.1% L. ARAIFET
EETH o, ZIUE, AFIECIIAERESRRE L bl L C BPD ORBERRNE N7 LICk D EEZ BN,

FECER OREERE (%)

T3 AFIEE (n=77) EHERAERE (n=70)

XN 77.90 (60/77) 68.60 (48/70)
2230 H~236H 100.0 (10/10) 100.0 (5/5)
2430 H~25 6 H 94.4 (17/18) 92.9 (13/14)
26 0 H~271 6 H 77.8 (14/18) 93.8 (15/16)
283 0 H~29 6 H 70.0 (14/20) 38.1 (8/21)
300 H~311 6 H 45.5 (5/11) 50.0 (7/14)

TEMGHAR B O BRI FERIILL T D L B0 THh o7z,

TERG AT
E(N 2H0H~ | 240H~ | 260 H~ | 2830 H~ | 3000 H~
233 6 A 25 6 H 27# 6 H 293 6 H 31386 H
g AFHIHE 3.9 (3/77) | 20.0 (2/10) | 5.6 (1/18) 0 (0/18) 0 (0/20) 0 (0/11)
FEYERFERE | 2.9 (2/70) | 20.0 (1/5) 0 (0/14) 6.3 (1/16) 0 (0/21) 0 (0/14)
LOS AFHE 2.6 (2/77) | 10.0 (1/10) | 5.6 (1/18) 0 (0/18) 0 (0/20) 0 (0/11)
TEAESERRAE | 2.9 (2/70) 0 (0/5) 0 (0/14) | 12.5 (2/16) 0 (0/21) 0 (0/14)
NEC AFHIHE 1.3 (1/77) | 10.0 (1/10) 0 (0/18) 0 (0/18) 0 (0/20) 0 (0/11)
PSR AT 0 (0/70) 0 (0/5) 0 (0/14) 0 (0/16) 0 (0/21) 0 (0/14)
BPD AFHE 74.0 (57/77) | 80.0 (8/10) |88.9 (16/18) | 77.8 (14/18) | 70.0 (14/20) | 45.5 (5/11)
IEHERAERE | 64.3 (45/70) | 60.0 (3/5) |92.9 (13/14) | 87.5 (14/16) | 38.1 (8/21) | 50.0 (7/14)
ROP AFHIHE 18.2 (14/77) | 50.0 (5/10) | 44.4 (8/18) 5.6 (1/18) 0 (0/20) 0 (0/11)
FEUESEFERE | 17.1 (12/70) | 60.0 (3/5) | 42.9 (6/14) | 18.8 (3/16) 0 (0/21) 0 (0/14)

% (LI G414

LOS : MmikEs#1 X 2 i

NEC : Bell 43%4 T Stage Il 24 1=

BPD : &1E 36 18 0 A Kl COREFRER G- K O/ SUIFERARB 3 2 & E 7%

ROP : MAZEME LT B LHWEIN, AT -3, TTAOERE LD, IV —v 1IZH D LER

WAE TR K OB SRIB M O B AHT A R RRIZE R » h U —2 (NRNJ) 2020 455 — & ~_— 2 39 L @ Lrig
(R ANERHT R AL
FETC RN ORBRIEH O, BAFAERBEERNZ R v FU—2 (NRNJ) 2020 £57 —Z _X—2 39 L Om, TF
DEBYThHoT,
AFIFEDILTS, LOS, NEC } T8 ROP OFEIEA L, NRNJ F— X N— 2 T#E &7z VLBW IRICKIT 5 3 B1E
& (ERTN 5%, 7%, 1%K D 17%) LFRRETH -7, BPD OFRBEIEGIL, NRNJ 7 —F X—XTHE I
72 VLBW VLIZ BT 2 RBEE 28%) LV b@EM-o7m0d, T, NRNJ 7 —# _X— R | ZHGFE S iz VLBW Lo
SEETERR IR R O AR R DY 29.2 R OV 1098 g TH 7=kt L, EWNS AR OAFIEE T 27.1 #H XL
W908.1¢g &, L VRBMEDEWERDBHMAAN LN Z LIZERT LD EBZ X BT,



AFRE FRYERTRAE

SERLERREIR () 27.1 3 27.6 #
SERMANAE (2) 908.1 g 947.6 g
A 3.9% 2.9%
LOS 2.6% 2.9%
NEC 1.3% 0.0%
BPD 74.0% 64.3%
ROP 18.2% 17.1%
(%)
NRNJ 2020a > ¥

SEHTERR IR () 29.2 @

A REE (g) 1,098 g

1S 5%*

LOS 7%

NEC 1%

BPD 28%

ROP 17%

*2020 FEE TICER SN T —ZIT X 5007
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FICE Y, BAETAHRIFTOX R EREEB LY HIEWEE, EENTKSHIBRALET 160 mL/kg/ B OF5- 23K
BERG AT X T B OHIEROMHEH ATREIC /2 D,
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(2) 2 DD EIE R

11.2 20 thoE|ER

0.1~ 5% il
M oAb & | BRERMERE, EEEAE. TR, HERR
(" # | KRB AT, E U Y A fE

PRE RIS HH RIER
BAGE FFIBE (1=77) A ERE (n=70)
n (%) n (%)
BIVER O3 S5 7 1
BIERORBEBIE (%) 6 (7.8) 1 (1.4)
B IR 4 (5.2) 1 (1.4)
- RE AT 1 (1.3) 0
N 1 (1.3) 0
HIERR 1 (1.3) 0
GES 0 1 (1.4)
(ERERT BRI U /32 2 (2.6) 0
Rt L Ok E 2 (2.6) 0
SRR AT 1 (1.3) 0
&Y U AliE 1 (1.3) 0
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1. BIAXH

1) AR BAICEIT 57 2 —7 % — o VLBW/ELBW VIZXI SRR (2025 4712 A 22 H7EGR, CTD2.7.6)

2) HENEEL 7Y I =T — FAanEBEEE (2025 4 12 7 22 AUKRR. CTD2.3.P)

3) Neonatal Research Network Database Japan. The website was verified on June 14, 2024.
https://plaza.umin.ac.jp/nrndata/indexe.htm (2025 4% 12 A 10 H ')

4) Neonatal Research Network Database Japan. Analysis results on infants born in 2020 (NRN 1_2020).
https://plaza.umin.ac.jp/nrndata/reports/nrnl_2020.pdf (2025 4% 12 A 10 HEE)

5) Neonatal Research Network Database Japan. Analysis results on infants born in 2020 (NRN 4_2020).
https://plaza.umin.ac.jp/nrndata/reports/nrn4_2020.pdf (2025 4 12 A 10 HBE)

6) Neonatal Research Network Database Japan. Analysis results on infants born in 2020 (NRN 3_2020).
https://plaza.umin.ac.jp/nrndata/reports/nrn3_2020.pdf (2025 45 12 A 10 HE'E)

2. TODBEXR
M1, 1. BHREORRE ([T 255 EE
% 1) t:NEE} : estimated number of infants fed Prolacta's products from January 2007 to August 2023.
2 2) TEAG 28 WARGEOBEETL D790 NICU v == 7 /L (Ver.l.1) #HEREERIFER > U —2 (Neonatal Intensive Care
Manual for the infants born less than 28 weeks of gestation (Ver. 1.1) Neonatal Research Network of Japan, 2019.)
https://plaza.umin.ac.jp/nrndata/pdf/NICUManuall.pdf (Ff&7 7 A H : 202549 A 20 H)

3) Mizuno K, et al. Pediatr Int. 2020 ; 62 (2) : 124-127. (PMID : 32026585)
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H2MF (38 I it & LT 15 ELL EBRGES LT Y . 2025 4 11 A OIREA T, H2MF+6, H2MF+8 & ' H2MF
CR X, KE, 74, AFva, A—=2+FV7, =7, BKIN (A=A YT, FAY, TALT R, BEEH,
ATz —FT U, NFX— FTrv—F AAA KT, saTFT K—F U R) KOHE (T 77 EREER,
gy x—h, B¥—N) THIRGEXIIRGET 2 BE L TWD, ROKRICERIKGEEOBEREZRT,

=4 B EA
K |E] 2008 4F (H2MF+6, H2MF-+8), 2013 4= (H2MF CR)
HFE 2010 4 (H2MF+6, H2MF+38)
AF Lo 2021 4E (H2MF+6)
F—=A VT 2023 X
F—A YT 2017 &£
KA 2017 4¢ (H2MF+6, H2MF+8), 2018 4% (H2MF CR)
TANT R 2019 4F
B[] 2018 4F
777 EEEET 2020 £
7 z—k 2023 42

X KEFDA K OA =R + T U 7 /KA L OO AFLE AT I3 2 BURFR I E 2 555 & B,
https://www.fda.gov/food/exporting-food-products-united-states/food-export-
library#:~:text=GAIN%20Reports%20Search-,Australia,human%20milk%20and%20human%?20products
(Be#s7 72 AH 12025412 A 10 A)
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