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L. —Fh &Y, iR A G Y
(a) WEEPUIR Rk ER S F R 25 DL R
(b) 2% b n]He2 (£ 2 pH G2,
Horh, Prk 206590 0% 908 55 1 B (R TRl 1S 0, DR A FEA7 AR NG VR A D0 T
LR AR E PEIOAE K FEANFAENME A& AR N BaEmE e e .
2. MAEBCRESR | AR AL &4, Ik 4l & s £ /0 —Miaeml, fridize fia
FE AR 55 88 (1 B 2 /D3 0 KR IR B /K SR S B FRORp O B 2 B LA
3. WRIEAREL R 2 Tk 240 & 4, Forh Bk 4R 55 8 1 B KR AL HE LR ) i
(1122 /b —Fh 3L A B UK AR B2 BEK FEY B K840 BR B 1 /KR« B A R B e
B A ME B E AR RLE S, TR EYEO R AR EADEEDVEE T EA.
WEEEA mEED MLEEA. ASEA.KEEA . HEB G EA.
4. FRIEBCRIEESK 3 ik LA, Horb P . A K g 2 50 B i KR4
5. MRIEBCRIER 2 Brid (4LA640), Sorr BTk 0l A2 g i .
6. MABRBORZEK 2 Prik FIALG), Horb I 2 Fh ZfE 240 G G s R R 5 pk
7. WRARBCRI SR 1 ik FELE Y, Frid &AL
(a) W EEPL IR B EE TS R R 25
(b) 2% Frl 352 (AR 1 pH BI28 7, LA &,
(¢) AEi 5 HE B A KR -
8. MABBCRIER 1 Frid 41L&, Frid & WAL
(a) WEEPUIR Rk B (V4 76 R 7, A
(b) 2% b nTHe2 (AR 2 pH 227,
OERCEHASE SV X7/ VY
(d) —HE,
9. MABBCRIESR 1 Frid4LEY), Frid AW FE
(a) W EEPT IR Rk 2R 7 8 R 2, A
(b) 2% b nT ez (4 AE 3 pH (2871,
(c) a8 H B KR, LUK
(d)2 Fh —HERIAH G
10. MRIEAFNER 8 Frik K 5H, Frik 4l &5
a. LA 10°FFU/0. 5ml £ 10™°FFU/0. 5ml (136 Bl R 5 16 orBUR 22 5k 1 A BT SR AR 11
o B LI R B TR S R B
b. 225 ERIERZ ISR, HORAE MR / B pH 6. 8 EI 8. 0 [MBEER 5 — FriE R
R (FERREL 310mM AR IR EL 100mM) ,
c. | KM, HIEAE 20-30% w/v JEIH T B & B K@Y, LUK
d. —RE, HRZ 0. 5% w/v HIEERE,
L1, AR ESR 9 BTk A58, ik 4l &4
a. L 10°FFU/0. 5ml 3 10* "FFU/0. 5ml [ [ i B i BRI 2SR 1 A B2 SR AR 4 1Y)
o B LR B 1T S0 R
b. 2% ERREZ B2 bR, HoR AR RN / BUA) pH 6. 8 311 8. 0 (ISR #h — FTERTR
2
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R (REBREL 310mM AR B ER L 100mM) ,

c. HEAKMY, HIE2 5% w/v RFL A AKEY),

d. HZ180% w/v [FIFERE R —FF —HERN L 0. 5% w/v IHE A 1) 53— P 8k

12, MPEARIESK 1 AR 2G4, b Birad ) 1) 35 S R 55 e % 7R t S EAF
TENIE E R R DL T S IR (05 SR A LU, TEEREE 4 F T it A7 NP X i
Wins/ 0. 8log/ml Ffx K 1. 1log/ml.

13, MRIRBCRIEE R 1 Frk A4, o P i s s 5 ROw B 2 7R A7 AE 0. 1% AT
1 E S DL T STE

14, WRABAEATRTIABCR £ K Irik (AL G4, Tk A &) 2 A A5V sSETAHEY .

15, MARBRZEK 14 Frid KR4 G, kAR -G W7E 37°C N EE 6 Ji 15 25°C
THaE 6 N H HAE 2-8°C M aE 24 M Ho

16. MRIEBCHIE K 14 Prik (ETAHEY, ik kT4 5918 37T°C R iaaE 16 Ji 75 25°C
THE 6 N H BHAE 2-8C T HaE 24 M H.

17, QAT IR BN L Sk v pr EER AR A A, BTk A G AR Ti6 97 AR =
SRR 52 16T B IR

18, — R T AR BORIE SR | A0 (R Es (R0 S IR 25 1 77 V2, Ik 7 12046

(1) FHREE IS R B e rE 40

(i1) {52 BG4 1 40 MO 7E BE 0% SCIe P 40 M AR K I Al B s o 2 vh AR G, S p il a8 R 2
MG A& Bk AN 78 s ROR R 7s BE A AR MR I iR R R 25
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RERINmSERNESYREREX

& BRI

[0001] AR BHWE B8 BRI Sl /s B vy (10030 {1« 50 PR R T e P ) 2 R 7 1) 2 1 1)
o AR L LA AR BGR % XAFAE FF Zom B N i A7 S BR [RI I PR EF R 2R . AR
BHIEI Ko A2 7= IX S T3 1R 7 V2 Al £ X TR B T ¥ o AR R BRI B A FH e AT TR TS5 77 42
FYETT T7 15

[0002]  REHH 5

[0003]  HATAVFZ M ANHPIURERRE RIS « 1IX 88 NP0 5% 1o A dE AU R i
FET CTIRT R 5 55 10 VLB TR 10 - HA SR 5 55 1 S BRIZ 13 1 IR B 8 2 1
M (MMR) 75 55 722 1 B0 168 2K T 200 B 02 1 T O 7 5 1 R AE S 1 K0S — iR s
BB I o B 720 E AW N5 i 2 Ak, B O T4 8 B AN [R5 ) B8
TR AE AT FH A8 BB AR T A o 35 08 B3 2 Ve IR D A3 FH AN SOHOM T 1208 55 1) LE i 1k B A e
2%, T ELE AR PR B S8 2 I i B R M I P B W R BT AN AR E R
Hi3ER At A7 R Tt FH U 1) A5 0 R DR B85 1 A2 A7 0 7 T 2 e ) B USRI E R . B VF 2 TR
o P2 T ) S E A S0 LA, {E0E B 0 Tl A7 R TR i S e MR R B BSOS 1y el 2
[0004]  ZRIER M IR ERL (Reoviridae) W —ANXUHE RNA i 88 HOE L8 - O
WAL . RGN g It AR R, XY R E R, BT EREE HA NS
FOBL WK IZET . BRI TR AE B LG L 5 VS A SR B T I B KR R B —
T, R E R SRR 310, 000-590, 000 (S ) LSS JLIET .

[0005] [ HI - A& 1) A 56 W0 5 2 1w 2 55 T & A AN BB b 25 B85 9F R A1 EEEE L 3
(adapted to) T-4HEds7=4. It JE B HIH T RIS S e R s s ik, M AN
SET BN BRI COARIE S A 0 125 55 1 A 2k o

[0006]  AFEARIGEEEFIR 1168 (—FPRARMI AN — ZFEBCHRIFRARINET ) /& —Fh A G9 Ffk,
5 PL11] ZEFE X B RIVR A VP4 JE R (VP =i e ) g RARHG I A SIS, 1321 7
PR, ka4 o0 GLOP [ 117, =2l 2R JE R 20 ale H L B AN AJR I FE R X BE VP5 T VPT, X
TR /™ 5 PR B 58 T PR A R SR bt A Ay BP0 1 0 R R 9 5 2 T A A ) 30 7 A i
il 45 T F B AT I R

[0007] Bharat Biotech International Ltd. (BBIL) #E#5 5 2E [ Bethesda [{] [ 37 B A4
Gt (NTH) B9 7 AR ZS RO 5 G MR WF 5 BT (NTATD) (A4 RHEE LR EhS, A NTH 3895 T
NER G EFFFEE 116E A 1321 #JEEH 116E (GI[P11]1) A1 1321 (G1OP[11]) it AE S ACAED
LA (AGMK) 4 M rh AR AR, AR S5 70 MAL04 4RI (cell substrate) HARACLL B )5
TEIESALALIT AGMK (SPAGMK) A ARAR T & B AR 40 M s 22 ) TP A G . MAL04 T SPAGMK 4 i ik
AW E K EHSR (NRA) #EAEH T Az A PR, AR 1B AT 116E F1 1321 J He %
DRI B 5 T AR A L HE ) A7 LR BH 15 19 A VP AT IE 1 HL5¢ AR AE B9 4N B 5 T Vero 4
M2 AT/ BN A5 PR 4H M 4 MRC-5.6

[0008]  HHif A CLANHIILA L ARMHE WO 02/11540A1, HAGIR T #0099 5515 1 057, %4
PRIV B P2 P o) ) B T R FH RO B 5 W I 22 7). W002/11540A1 H 23 FF 1) il 37
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CAFEE R O PR E A S E . B HARML, WO 02/11540 T AT HIA 5
LN B IR B A 2 b — PR IR SR, 20— PN BB B Bt B 2R 7S 2 B ARG 2
MR 2 FE R o ARTT, BT AR AF RS E T AR A AR OK, e il & AE 20°C BLE iR B2 T AP 57 WO
02/11540A1 FYHIFIAERC) FHIR B4R 2

[0009] WO 99/62500 ( ‘500) \WO 2005/058356 ( “356)A2 Fl WO 2001/012797 ( *197) A FF
A RS ) T S SRR R T R A AT AR S I B AL AW, 43 B A R B
AR AR R T A TS F R BV AR R T I J7 150 <500 2 TF 7 FFH K i e« Ll AL s s i &
SUAL RN BB Tk R AR S A AN L N I 1 AR R A IR R A R I A TR 48 IR S — I
B — RS VRT T o %K IR EELE 6. 0 F1 7. 0 2 [8) ) pH N 3G o8 — B 22 Jo g A XL
FALEH THAGE M . R T EVT 2 o 1% R B A 5 53, HIA REE BRI T 3RS
FeE Pt o T T RS INOE FH T A7 25 v AR R R S T 7R SR, AT AR 2 R B A B . R
0 5 3K 26 I35 (1) R 73 P A BR At A7 s e P R R AN 2 b ERTAT 1 6

[0010]  PCT/INO7/00190 {5 H Jj “A Composition Useful as a Vaccine ( FVESE 20
G AT TREME N . 2R ATUE LU — AR ME B & E 2D KA
5 P =M R LS ISR A L e S8, 12 R WHRE O T 09 75 1R 1 Y.
WRAERE R P A S RE AR . Fr 2K L 37°C T AE 3 FAE 25°C T AE N
H.HAE 2°C -8C FagE—4F.

[0011]  MRTIAFEIA AR B & 8 70 v i3RI Ak o ()3 2630 282, 475 B A 0 B e 1)
AR TR it A7 ST PR P b R AT P 9 08 2 1 T B R ) 5 =K

[0012] Ak B o $2& 45 e il & BLoR B[R] — k(095 55 1 = 2k SR 3R 1) & O 1 R
(bulk) FTE . e DA AR B T il 50 51 3K, #4057 B0 1) R 5 PR A o R e P PR 3
T4 B B IR R LI T R R e AN SCH SRR (0, B R B R EE R ) AH
RN E T L HR T MR 77 40 SO PR IS ) s 2 ot T R I BB 3801 o T, ol P 82 1 %) 25 7 I (1)
AR R R RS o R B ATE R I I 53 5 o & T AR T A R BRI A &9, A5 Y)
3 JEUBCRH AR S AE BB R T IR B s R A 0 ek o

[0013]  MZEih24 b B 77 TR UL, B0 fAe e e T DU o 4 A2 40 i 3 72 m s AR K
FIEFER BN O 5 A MG A A s 2 T TS B SR DR ERk IS . 8 T AR
[ H [, e d B 1 s L4 /e A IS BB AN R4l e is 2t / AR K R B p B
B, WA RS A E A OB EE T AE A EH. CERXFERE T AEAEA
()95 T3 B8 53 AE VR FR O “ AL TR I 9 8 MR IXAE R ER T A IMTE (A8 A I B AE A 3
B R« LAY R R TROA PR (R0 5018 2 78 SR VR B 2 LA TR BRI B/ G a2 Y )
e, # TR b U (s 5 SR AP AR e I ( AR T2 B BTk ) o

[0014]  ARBIEATT THiE (Joigdlie A2 F e 2 A R 5 ) 766150+ te e
e n] DL — P g s D a AR RF, BV e T LB SEE R R (1) FIRSG (1) 7EME(7H
() 98 R FF B AE B A B B b IR B i 1A BT A e Bk B hae kR R S (1), A T LIk
5 BB AR E T, T A B3 HE B B R /K A B ) R 1 B A A IfYE B R
KR ARG KB R G EAS R T30 5 8 B K B KR B R B AR
IKAEFNGR R EK R AEY) R A EFHEATR T E B (corn protein) /N2 H JEYE

S 847H (garbanzo bean protein).PiZH 47 (kidney bean protein) .S &H (lentil
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protein) H LG8 H (lima bean protein) . (havy bean protein) . KEHEH
(soybean protein) Z43EHi T 85 (split pea protein) . AIMIE A H B RIRFE B E
ARV o A I FH AR B B B B S KR #b 78 T il 5w R R, 3R R AR
AR A KR EI . NI, ILRA () BEiRPAS RS B &RS% (), @A
B AR E KA 1-2 i b 78 A T I 5 1 R, R S R R AL R e Ak
Wi EF B ER KR UL A 1-2 Bl Wl o S PRAR, WK 2 o3 25 00 1105012 FH e —
W (WA RS ) BRRAMMARIPM NS (Z40R%) K48, WRSR (11) =iR
WA RER =W 7%, WLERS (1), B0 RGP P eL31152 58 K4k
— L,

[0015] BRI, 76— AN 7 1, AR ATF T SR 1M/ Bl AR E I & H
TAL 38 s B B R R B AL S

[0016] A</ BH IRpH A 1t A6 T8 B W B I N IS A & b e 35 R L LRGBS
I 78RS T LA G I 9 R AT PR RS M R e B R AN T . AT R
AT DL S I an AR ST R BT A TR E SRR — 28 M N o 33X 3 BCR FH ] 5 A AR A A
FE ERTAT I ARG BRI . B T HERIE B 24, A IR A HA R E X
e P I8 R EEK

[0017]  REIHHK

[o018] AU B3 2 H W2 St IHRR 1A A B AR B B 1) L AT 18 I i i 47 SRR (1)
RSP B W A S o

[0019]  J3—A~ H W2 @A RE68 7 FREIR FE N S/ B v (1030 PR G AR 8 TR T 1 25
A JER I R PRI B (02 P 7 o

[0020] 2 il 5 AT LA VA BR R T O 57 G 0 i) i 4 S PR [R] e D 45 2L 7 R5OR /2
o

[0021] AU BHIRI Jo A2 7 3K 2S5 B 1) 7 V2 AN il £ 3 R 1) T v o

[0022] A AW e F T 1) SRR I S B (1 52 V6 7 3 Il FH 28 A w50 ohe s ol e DR o 5 ke
P TR 5 VERR T 77

[0023]  [ft EIfi ik

[0024] &I 4 3 B0 995 B 3 B0 R T4 0. Bml BR 95 5 116E R 3R 5 B (final
bulk) FIECH ) B R kT2 AT (Focus—Forming Unit, FFU) o FEASCHISANEIT, 12
SR L R R BT R AR A R B 42 S AR 7 2 3R B FH IR i 4
Bl AL TR T BRAE DT AU B, B (R s AL B i s AR e M. ] 1-120 &
RV ISR (Lig =Wk ) , MK 13A-17C BT HIFIREE Lyo =%TH1) . L
1 RN BT R (HEY) ERE. B0, 80 %6 bk I BEAR A & T 4%l
FIE R 80% BEkE (w/v) o JTA I IR s (AR MEIR ZEAE +0. 40 2] +0. 45 KTEF W .
[0025] W& 1 B nAE FL RS H MNAEY LR 1 (A ) IBCSRY A FE 2 (Fikh
PR ) ISR RGP S0

[0026] &2 WosimEs i), BV A (R Es (AR RE D AT BRI 55 (AR 2)
% BIEAEAE (B 20) sRA74E (&l 2B) FasE IR 5% LAH.80 % REFE AN 0. 5% i3 BakE I 72
PRHIFIPALE 37°CF A e R -
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[0027] & 3(Liq) 27 DY B A 5] i 571 A iy 70 A 35 () 5 75 76 2-8°C (3A) <25 °C (3B) Al
37°C (30) FIMARE M . AERMIEOLT (R 1 2T EAH 2. 5% F H & A KD
)2 RIEEA 10%FLAE AKMY 0. 5% HE BRI HIF s 725 3 RIEEH 20% L AR
KR HIF) s RS 4RI 50 2. 5% 5L E S EUKARYD 0. 5% JER A 0. 5% i akE 21
A I o

[0028] 4(Liq) Won & A RAE 5% 3L EH F/KARY) +80 %6 BERE +0. 5 %6 Mg HERE 1 il -
(AR ERAE 2-8°C (4A) \25°C (4B) F1 37°C (4C) FARAFHS HFe e ME%E .

[0020] &5 (Liq) onPYFPAS [R5 i Fe Pl EAE 2-8°C (5A) \25°C (5B) H137°C (5C)
NHREMEIE . MR T (R L EREA 20% 30 A E EKEDFL 0. 5% i B
HARIHIF R 2 BIEH 10% I A= AKEY 1. 0% FURER A4 HHIF 25 3 R
A 5% FL A B FUKAREY) 80 % BERE A A HIF s RS 4 258 5 10% 7L B B A KED
F1 50 % 22 ZEHE 14 A 15 o

[0030] & 6 (Liq) W7~ DY Fir A [A] (1) il 57 o (1) %8 PR 75 75 2-8 °C (6A) .25 °C (6B) H
37°C (6C) FRIF EMEIE. MEHFMEL T R 1 IS 0. 5% ILAEAKMEY10%
KZHEEM L 0% B AAHR R 2 2485H 0. 5% ILAEEKAEY . 10% K2
A 1 0% I A G BIHIFH s 55 3 2FEH 5% AL HEEKMEY 2. 5% KT dEEM
80 % FEME AL A IR s LRV 4 2458 5% L E EKY) 2. 5% KU R E M 50% %%
ZERE 4L A I

[0031] K& 7(Liq) W7 DY B A [A] () il 1) o 110 %8 R % 55 48 2-8°C (TA) .25 °C (7B) H
37°C (70) PR E SR . EEMENT (R 1 2%FEH 10% AL aEEKED.
10 % FEREFT 1. 0% W3 EapE 416 B s R 2 BRI EA 10% 3L A E K AEY) 5 % 22 28 K
1. 0% Mg EERE I ALA IR s R 3 RFeSA 2. 5% FL A S /K AREY) 80 % REFR AN 1% iy
ERERIASEF  BRY 4 RIESA 2. 5% A 55 A/KARY .50 % 22 ZEREAIT 1 9% W BERE i)
AR

[0032] & 8(Liq) W7~ DY At A [A] (1) il 57 Hh (1) %6 PR 9 75 78 2-8 °C (8A) .25 °C (8B) H
37°C (8C) FHARE A . fERFMIEN T RA) 1 EIESH AR E.5 % A HE K
fiE ) <80 %6 ERE AN 0. 5% Mg BFE 24L& IR s R 51 2 R3S A AL B 5 .5 % FL H 2
IK AR 80 %6 FERE AN 0. 5 % W e bl (AL G I HIF) s R A 3 24 & A A0, 1% EA4
NILTE EE A (rHSA) T80 % HEdE LA K 0. 5% Wi bl (4L (I 2251 4 48 B kb
L EE 0. 1% rHSAL80 %6 FEREFH 0. 5 % ¥ B AL A IR s 3241 5 2T & A HL i
80 % FEFEAN 0. 5% Mg BAE A 1HIF0) s HLZR A1 6 2% 5 TiAb BEF19% 55 . 80 %6 JRE A1
0. 5% g EHE 14 & 15 o

[0033] [ 9 (Liq) W FfAN A B HIF) e P 570 37°C TR iAa e MR .

[0034] & 10(Liq) & 7~ To A AN [5] (8] o) 551 A 1 41K 3 B 42 IR &5 5 2-8 °C (10A) H
37°C (10B) FRfREM.

[0035] & 11A(Liq) B i 20 % 7K M £ 11 R 1) AL 3L 1R 6 R 75 WU E 2-8°C L 25°C A
3T°CF Mk e MR

[0036] P& 11B(Liq) Son& 20 % KRR IR 1 %6 W BB RN 0. 02 % 7 il i 416 11 il Ak
H AR B RIRIAE 2-8°C L 25°C A 37°C N HIAa e M Bk

7
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[0037] P& 11C(Liq) SnEA 20% UPER /K fEA) ) AL B () 58 D0 55 1 354E 2-8°C . 25°C
1 37°CTR AR e M

[0038] & 11D (Liq) ST 20 % U0 AR K A%, 0. 5 % W ek 1 % D— (L ALBHEE AN 0. 5%
H E& B B ALA I TG PR A IR B RIGRIE 2-8°C L 25°C Rl 37°C T AR E M3 -

[0039] & 11E(Liq) /x5 20 % FL 1 H H /K AR 1 LA B2 (1) %8 R 25 i 51 7E 2-8°C
25°CHI 37°CF da e A

[0040] P& 11F(Liq) BrR&H 20% FL A FIKIEYI0. 5 %6 g BERE I 4 A (1) AL B (1) 58 1R
i 5 I FIAE 2-8°C L 25°C N 37°C R HAa e % .

[0041] K] 116G (Liq) WonE 20 % [ BRK M) ) 740 22 R S8 R 75 il RIAE 2-8°C L 25°C il
3T°CF WA e MR

[0042] P& 11H(Liq) BrR{H 20 % B REK A5 % 22 2EHEAN 0. 5% FUHE 204 1 sk 22
(IR IP T3 BIFIAE 2-8°C L 25°C Al 37°C AR M BE

[0043] & 12A(Liq) 7R & 20 % 7K Al a1 R B8 i 0 R 53 SR 7E 2-8°C L 25 C
3T°CF WA e MR

[0044] K 12B(Liq) EnEf 20 % KRR (IR 1 % W BB R 0. 02 % 7 FHapH 1 414 11 Y
(IR IPT 75 HIFIAE 2-8°C L 25°C 1 37°C F AR 2 M BE .

[0045] & 12C(Liq) R R 20 % GY AL A 7K AAA 1) LR F e PR 25 57 4E 2-8°C L 25°C
37°C T HIARE M HE -

[0046] & 12D(Liq) W/n&H 20% GPE H /KM 0. 5% 0% . 1% D— LLALHEEEA0. 5%
H E5 B B AL A I B IR R PR B AR 2-8°C L 25°C AT 37°C R A e MEE

[0047] P& 12E (Liq) Sn & 20 % FL 8 /K A4 IR 3L 28 () 8 DR 5 1354 2-8°C 1 25°C
1 37°CR AR e M .

[0048] & 12F (Liq) /& 20% FL A FUKAEY)0. 5% Mg iark i 4 & 1) LR 48 R
FHIFILE 2-8°C L 25°CHI 37°C T [IFa s £k d o

[0049] & 12G (Liq) /R & 20 % I BEZK AR 4 1 B 20 iy 6 R 55 I R 7E 2-8°C .25 C il
3T°CF A e A

[0050] [ 12H(Liq) B/ 20 % M REZK AR <5 %6 22 ZEREFN 0. 5% FLBE 4L & i ML A
BRI EE HIFIAE 2-8°C L 25°CHI 37°C FFa e M EUE

[0051] & 13 (Lyo) 7w PUMIAS [R50 b B RIs B 7E 2-8°C (13A) .25°C (13B) #
37°C (130) PR EMEEIE. EFMENT H5 1 245F 0. 5% AMiEHEAR 12%
FERE I s R4 2 235 H 0. 5% FL & KM 0. 5% W EbE (117 s R0 3 2%

0. 5% K H AT 0. 5% Mg Bl (1877 s LR 4 /248 0. 25% 5 LG mEng B L 0. 5 % i
i o

[0052] & 14 (Lyo) 7w PUMNAS [R50 b B Rm B 4E 2-8°C (14A) < 25°C (14B) #
37°C (140) FHIAE AR . fEEMIENT RA) 125 0. 5% AMiEAEE  12% 5
FEFD 0. 1 %3S I s 2250 2 28 5 0. 5% FL A 8T /K AR 0. 5% W FERERT 0. 1% 3K
(IR s B4 3 2495 0. 5% KE & .0, 5% IFEMER 0. 1% ITBIGHIR s LA 4 25
0. 25% 28 LR KE R 0. 5 % HFEEREAN 0. 1% 388 o

[0053] & 15 (Lyo) S PUA AN [A] 4 il 0] o i 4 IR 8 4E 2-8°C (15A) \25°C (15B) H

8
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37°C (150) NI AR . fEEMIEOLT (RA) L2485 0. 5% NG A& 12%
BE 0. 1% Ve K A1 304mM Bk BR &L 2 (R 05 s 3R 91 2 J2 488 0. 5% FL A & HUK AR 0. 5 % i
BERE 0. 1% VR A 304mM Tk B E BRI s 341 3 245 & 0. 5% K8 .0. 5% W3 B8k
0. 1% ERFI 304mM ik R & 8 I il 37 s R4 4 225 0. 25 % 58 LML e i L 0. 5 %6 g TR |
0. 1% VER I 304mM B FRELER .

[0054] 16 (Lyo) Sz PURPAS R (R i35 SR B AE 2-8°C (16A) \25°C (16B) Al
37°C (160) Frfa e M. EEMIEN T R5 1 2S5 H 0.5% Ay HEH12%
FEREAT 0. 1 % B[R AR R (gum acacia) WIHIF s R A 2 BF&A 0. 5% 7 A HKMEY) .
0. 5% MG HERER 0. 1 % BT AR RS s 541 3 T &4 0. 5% K HT . 0. 5% g ek Al
0. 1% BT H A IR I3 5 BG4 3248 0. 25% 38 2 MM 52 B . 0. 5% W TO8E 1 0. 1% Fif iz
(SR)ine

[0055] & 17 (Lyo) {7 PUFf A [A] 4 il 350 b R #8 Ros 52 78 2-8°C (17A) \25°C (17B)
F37°C (170) Pt tEEdE. RSN T RH) 1 2FEA 0. 5% FL AE AKED.
0. 25 % F AR ML RE B iR 57 s 2241 2 ¥R 5H 0. 5% FL A B /K AREPIAT 0. 1% Bl R AH B4 A
R s R0 3 2 e H 0. 5% FLEHE H/KAFF 0. 1% EhIRML Z B (pyridoxine HCL) )
Hl57) s H AR 4 248 0. 5% LA R F /KRR 0. 1% 588

[o056] & BIAIA

[0057]  AHMHUA K B AL T —FP 2l G4, A4

[0058]  (a) WEEEPLIARIIRER IS FE R T, LA,

[0059]  (b) 2% bn]He 7 ¥ 2B 2 pH 22,

[0060]  H:r, 2G4 ¢ T F 0 A KRR 8 P 3G 00, R FEAEAE N IS B S IS 00 T
B9 TR AR T IR B K T AEANAZAE AN (VAR 1 I O BB s Aa e e IE A
[0061] AR —ANSEHE T &, %4 G W1 v A4S 2 /b —Phds e ), AR e A FE AR F
[ B 22 /D30 43 KR I 2 1 K AR B8 B i B Bl 2 R AL S

[0062]  ={E¥ 5 % [ 58 /K AR AT LI WL (1 2 1 /K A0 1 BEZK 400« BH RS /K 42
SR UK KR E AR E A EA N EEAVER S EANEEEAD . WEE
H A S EERAASERA KGR A G R A YR A R A E A& A6
FERE, LT A& H/KEDEBOK AR R 28 A, BAOLETL B8 AR .

[0063] AR 3 A1 St 7 58, TR FH I B AT DL A donitg s B 2 Pl OB A RN R
EREAE .

[0064] [k, AR BHMA AW HE () i bia BIyREE s s IR aE . (b) 29% bEnl$:
Z W AERE pH A2 UL R () AR 55 8T B B /KR o

[0065] AN SC_E[H A A & AL

[0066] (i) LA 10°FFU/0. 5ml F] 10% °FFU/0. Sm1 35 ] 35 B 19« 40 A< SCRi T AT 2 FF (19
ERPUE R EE TS F R

[0067]  (ii) 2% B[ ¥E52 g2 ofl, HOR AR A MR R) / 20481 pH 6.8 3 8. 0 (1) % R
#h - IR RS2 (310mM/100mM) 5

[o068]  (iii) && /KA, HIEAE 20-30% w/v Ul IS 1 8 K84, L&

[0069]  (iv) N 0.5% w/v [KIIEFEEHE L) 80% w/v [ RERE I MR A2 0. 5% w/v 1K)
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TR 5y —Fh — B

[0070] AV EFEREY Bon B 5 EALAAEN M B & AT 20 0 1 R
TAEFAH LE, FEIRBE 45 T 7EAE A7 I~ 2030 FE RS /s 0. 8log/ml 55 K 1. 11og/ml 1)k EF
(R e PRI T

[0071]  Jb4b, Pk E KNG R RN TR AR AEA7 AR 0. 1% AL IME A 8 RSO0 BIE .
[0072] AR AR B 55— 75 T, A ERAE T — P A P BOR SR 1 b s 17 S TR v
B, AR .

[0073] (i) FHYRESE IS FC IR T il e f 40 i

[0074] (i) F5ZEGL 40 HUAE Rets SR TR 40 Mo A= K 0 40 B R 2k rh AR, b ik s
FREH N MTE AR A 78, LUK eSS BoR AT AR e TR BTk # e R 5 .

[0075]  TEAREHRI—AEARTTH, A T —Fh BA g e i M & i B b 2L
Wi (BURTEAR ) MALEY, b pEs Ae e Mol o 78 & A 1S 1 FUR B s 4L
WE AT LA B AL AV 5 B TGRS AE 37°C A7 VU T, 55 B U Y
g (BORERRAAR ) AHELBCRRIE R, WS R e 35 ( BOWERHA ) AN RIEFEN LT
HEE (fee A AL ) o0 2RI+ H 8" KT 4. 5FFU/0. 5ml fiT 7. 5FFU/0. 5ml 2
[FRIZE(E I log 4 W HIAR R . HAWAEHIR P E 2% Bl Mg, &a 8A S
W08 UK AR AR EYD R B BE AN AR E . fE S — N Bk, AR A
T —Fr & A e Bon 575 09 310 78 (995 55 AH LU AE FRBE 45 A1 76 A A7 B 24930 B2 185 g /s
0. 81log/ml 2 K 1. 1log/ml [{3G K HLAULBE N T (SR ERREIR ) DA 2% B2 1
PRI LG, HoPUAR R B0 55 RS AR A v AN & i andE v 55 88 /K R B8 I R A
W) B VRN B (AT AT b 78 AR E TR I 0 R

[0076] TR Kb 78 AR E SR FR FE IR 3R 75 i mp iy A — v, 3L A B B K AR 2 ik
(RN FE AR o o (9000, W bl ) BN RE (D, REREALG R ) MAAEEH
FLAE KD ST — MUk, £ty Z4, Aewhrila
B KA IRL 5% w/v, RERERZ) 80% w/v HUGEEMEE2 0.5% w/v. AEWa L&A 1E
MM TR E R EAAME A E A (B1,0. 1% w/v) .

[0077]  FE— AL T ST, 0 B A I A WO B, 49 Ak B TS R RO R . DRI ML, VE R
JE NIEEE, B W E IR B o 76— RPN IE IS8 7 b, NS B R 50 R0 R BRI
116E B 1321, MRPZA K A GV RN 1B ST &b, RIS & B4 &4 m] LA
HA W EAE 10°FFU/0. 5ml £ 10* °FFU/0. 5ml [R5 F 19k B RS R R 75 o 3G R0 IR0 5572 T
Ab PRI E R

[0078] 75— AN BT A, AL T — R FH T AR 8 I I TIUAL B KRR = 1K 7
o T IFAE UL DR HIURCEE (1035 S DR B K e A 2 0 P, et S2 B i At e N i v
1 5 R 78 0 5 RE 65 S 3ee A M AR R 40 B R 2 b AR K, DL RIBOGR TIAe BE e R a5 . i
SR P AL RS R0 B S5 7 HH -5 AR TIUA 1 9 25 o L Y ()9 2 A L BB S I AR o

[0079]  JEAE 5 — A I 77 TH A AR IS A FF T —FRAE 98 508 N 1% 4 Vero 40 1) &
T2 (1) A0 DR I, L O 0 ) 3 R R 0 A AR, TEANEAE BRI T A A Mg B 8 B 8K
HH N IMIE A8 A B 7R P U T BRI 7

[0080] R HHFFIA
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[0081] A K 5% Ul (R0 is 8 R 7 IR AL DR 5 3 o s PR 8 DRV B 7 T
IR E PERF I I R P LB AR PR 23 S AT/ e DR =5 15 i 22

[oos2] Rk, A WA T T3k A AR 45 e 1R I TR s Ak 1) e RO AR PEAN 22 A
A7 SITR) Y IR TR B PR 25 RO ME VAR IR S 2L 5 I 2 MO IR G o — P T iR AR A T 7
KPR ERAE AR A S P IR AR R o 53— Fh 5 35 AE I AR FH 1R 25 PIAR 2R
T EE I, A P A bR e TSR IRAT S I AR E Tk

[0083] 1 b Jir s SR, ANAE &5 A7 NI 18R 1 AR5 77 6 P SR 0 ) 40 I 15 T DML ) s 2
SR B VR RORR O “ PIAR BRIV 5 35 SO R R AR ARt AN AL 1 8 1 IR R
P 48 e 55 R D AT SR 93 e B 3 R R R Oy ML TR (™ 99 73 B 7 R A BT A0 R R
BRAEA S IR R B T R B F P

[0084]  QNIASCHT 23 TN, FUAL BRIV 55 s B SR B A L 5 OB PERF I . I
AT AN B R AR B, FIAL P 0 5 R R (R g b ) B — o s 2 ] — b sl b AR 57
I TR 0 A BRI E A A 0 TR) R AT R B Tk o A1 TG 10 FE AR ISR B AR 2 Bk i B AR R S
FEAT A PAE PRI D0 T » RIROR5ASUE PR A 2 70 B BE Ay SEZ MR N =B AR 0 R4

Ho
[0085]  EA4L 7y 2R G AT A1 il R IK — & 20 B 53 1 B R KA AR a5 BR B
HAKMHIERER . PTALY REERR T AR 5 A SO UKV 2505 8. fEW

oy RZGh, “HERE QSR ERERER . A0 RGERBT WS 728, (HHA
AN TP 5> B Ge T i R A R

[0086]  7F T [R] IH 4% o ) HH i 28 842/CHE/2006 5, T'AITC AT T — M4l &4, HAu s
WWEEPUR 1k /MG A EABREANAEARNSE —EAMR D8 K E AL A ED
IKAEA) B BEIK S8 21 RN OF 28 /K R0 10 56 — a1 LRl DA S = e AN ] F) R 1
YA, Horp At IR 55 R A7 78 HSA B O0 N AN o AR G BoRAE 37T°CTR 3-4 Ji 1
25°C R AN HHAE 2°C -8 C N —FEmfae M, ik TAHAEWERE2C-8C.25C.37CF
Ik 50 F A .

[0087] AR BHMIMEARA GPTE 37°CFEE 6 Ji.7E 25°C FARsE 6 S H HAE 2-8°C FiasE
24 NH.

[0088] AU BHIVAET A GWTE 37°C HAUE 16 Ji. 78 25°C M AdsE 6 I H HAE 2-8°C F i
24 ™ Ho

[0089] AWV LR GWEZETH (TR . ARWAIF T 2-8CaliIfEE 4
PF AT LB A P INT [R) B I S 7R B R R 50 AR PR Rk B R vE e R 5 S L5 B8
B8 2 AT AR AE — > b 7y 385 a0 7R B ARG (4, 25°C ) {HANHE I 2 37°C TR EEER
B oA o AR TR 2L W e 6% 6 ) 2% S TR RILE B A AL T2 1 10 s A7 BT B BT 75 1) R 8 A ) R
HAee ) (L 415 RFR0ER) .

[0090]  [RIUt, B TS5 4NN I R0 B 4H bL , AEAFAE N IMLYE 18 0 OO 1998 25 1 20
AR A G Bor A AR e M.

[0091]  FE—ANsfil, Ak I A AV AR EEDUR (PO EE ) 5 B 2 ) 85 ) E
W AR FREPURMER . REABRRE D7 BRIl A& 0 B HKEY)
AR IR A E A VINEEAVER G EA IR EGEA MEEA FSEEA A

11
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ARG EA VRS SO Y LN INE A& A RE R, AR RACK
IR B ALRYR I o YLk, 85 A2 2080 KR e h) 1l Ui, X 28 8 1 I /K A sl iR R
AT AR AAED .

[0002] WA AL FH ), R 6 “ B 2 22 /DB KR I Bk e LK o e s
D53 L BT R I FEAH Y R 2 FE R 45 M S s IS St PR, I RE IE B AR s b R A A
YRR SERE Gy FAFAE, T AR A H R BN SAF R e TR IC BiR b O bk
SRR S, AR SR B B EIE S ARy (T aREEe/KmrEsr)
P AL, B 1 W 2R s HLAH Y ) 20 ZE 1R L BR AR 9040 M BT 282, A1/ 7 AE IR 28 SE PR IR B 5 o
[0093]  [Alutk, &5 B A D0 4 KSR AT L 2L A 8 H /K AR B BEK 34 2 iR B
FE K A A R0 O B K R 4 BYCR 1B ARk R 1) i 1 BN RIS 2 3 A RIS W s 4 /b
ZUJEWG WNEG e S E. A8 KE JEE S, A RS A2 AR BEA
FIFHINMIE A8 H o XL 2 E KA RT LA AU AN 5491 G 3d o P gt 5 &y 1
il 2%, BEAT LRI B3RS o A S0 O R R AR B AR R 1 e il 2 A8 07 A IR B
WEE (WHFE) A L0°FFU/0. 5ml i, 53R 8L (A - AL A 8 A s 15 B 8 A AH L,
WFLAEA/KEY SR G EAMAEREEOA I T B mEcE ki e . IJLa&EaK
fiE ) Fe AU AR N 1 CLU ) B mlk BRI ERAF I A 3L 8 8 B K A R B B
(rota protein) FRHEAERATE AR T2 P i ISR, JF 3L 2 2w F e B LUK
WEEAFAEI DR s 8 R 7 o BMRFL A B EK A s T 5L BB EUK AR 2 o1, i m]
DIASE FH W an % BEZK B34« 2 11 1R S BRSSO K S AN O i UK I I L e i A 0ia B ds —
B B P B A DR 25 T s G iR o W TT LU R  FUBE L 22 2B R
CTUE T RE O TRE VB R A RS R AT Rl A RSk T AR R H R
HE A KB Z AN E A PIFIARIZE B R E o ARSCB T IR AE 2 A B K g4
A BERRR A “AAE

(00941 75 & 751 T A4 4 01 3810 70 9 75 1 245 490 i) 500 o i 0 ASE PR R T ) R R sl A (45
un, 225 BRI S ) o SRR SR A TE AR ST AP R AN . HLARHE, A0
(R RE R B 24 2 b mT e S2 (M G2 b ar) F — Prelc 22 F b i 42 2 A e FAb 78 o 7E— MBI ) 5K
5 b, ) A E R R S S SN 0 LA, B S S DO RERE o A SRS N B R U, R
AUFER R TR T —MEIE R AERERIKAEW LR 2B A E ey bz
[RIZ2mtRo B T 82 ARE 2 A, AL-E40mT L&A B0k UR R o G HH 0] R B 57 F /B3
FIMAC R DU, IXECLH AT 1 pH T #8218 X411 pH B 7E 6 1 8 Z [A] I
HEAE 6. 8 F1 8. 0 8] Ml £E— AN SLiti 77 S, ARYEA K BRI 459 ml LAAE DME B 7R3k
(Dulbecco’ sModified Eagles medium) "R,

[00905]  {fE—AT5 A, AR BIATE T — R, HoS A galme A al B R0 SR B R A
TIRAL 2 () 4 R B AR 4L S 1) Th A8 A AR AT b 78 AR E ) 24 2 B ] sz RO ) b 5 R
— R E e . 5 VR W A B v Rk R [ R R R R B R AR BN, TiAL B
FIE R TR IR S B0 . MRS AE 37°C T fitiA7 DU R , ST (R Be R s B AEF AR L
R VERFIE 77 T 2o Log 4 WFE A%, M PUAL B Wi 5 s B/ T log 4 W EHUR I
kR

[0096]  7E 57— AT7 A, AR ATET — R LG4, HE A0 B 98E: ) FAL 22 i) 4 R

12



CON 102470170 A WO B 10/28 T

B, BB BoR [ SV A AT RS 78 AR E SRR RS 2 AF N AGAE I, 553 X9 ER 1)
R R R T AH LE, T FE 3G I e /0> 0. 81log/ml #l 5% K 1. 11og/ml.

[0097] PR O, dn SR i Pl 11 B 1 KA I BR K A  BH s K A 4 R B i 1 K A
V) BB R S BT B8 5 2D — MR e IS IR ALG 4, W] CATGE Al B
R RIRR e . o B e M T DU I R BN R B A S0 B A A ik — bk
o R, 78— DA IE RS2t 7 2, 215905 s B U R B PAL BRES IR EE L 2 /08 4
IKARIIAS R T Pk i B0 IR 0 8 (3 DA & R s b — B AL &, P 2 i an il an 5L A ik
AR E A EAR CHR M ES A ES . NEZEAVEW G VIET RS E,
HE RV REH T BMAAN T E A NE A EASEANMEAEA .. YRERTET
HEY PR, HA BB NA SR RIIER, B 5 %A X R FIMH S+
SRS (R EEAH EL , FEIXAE 2050 R LASJAS B2 (5 55 1) S 4 IR AR 1k

[0098]  HLPRAELLAPFIEE A G FIE AR LAZE 0.01% (w/v) B 80% (w/v) iE
FBl IEIEAE 0. 05 % 31| 50 % FIVE FBIAFAE . TEiEH, FIERERR & AT AR QKD AL
HAEAMKEEATRE—F . FLAZAKBD A LILIZA 0.01% 5] 70% Lk 0. 1% 3
0% LEA WP AEE. KEEEA LALIZ 0.01% 3 70 % 1% 0. 05% 3] 20 % {E4-E59)+
{FLE. NI A8 FARIE R EARYER B rTRABLZS 0. 01% 31 20 % UL 0. 1% 5 0. 5% 7E
HEWTAFAE

[0099] e, HIAEAG A2 ) T 8 ] LA Mg B B LR MRENE (0 —Fb o Dk )i e
PR FE A AEZ 0. 01% 3 70% IR AiE 0. 5% 3 20% o PIFHAS[A] 8 (1 414 0] DL IERE (5L
R Ny NS Bt N A [ E NG SR LY /g s R YT 7 T et 4
Y1 G AT LIS B R 27 2 R R LB L TREOBE N VR | 27 R R R B A R LR
WA o DU I B8 B AL A R R et o Db b, RERELLZY 1-10% 01 70% (w/v)
3 85% (w/v)FEHALIELL 5% 3 10% F1 80 % 3] 85% (w/v) 1EAE M HFEERE LLZ 0.01% (w/
v) E50.0% (w/v) ML 0.5% %) 20% (w/v) {FLE. AA M Rk sppr Bk B nT LL2
25 1-10% 8529 20% —85% (w/v) o FE— Sy &, R R U2 W M E < RSy
1-10%F1 70% 3 85% (w/v) ik 5 3 10% 5 80% 3 85% (w/v) , FLHEL 0. 1% 3| 20. 0%
(w/v) AL 0. 5% 2] 10% (w/v), ZHEZ10.1% (w/v) 3 50% (w/v) AL 5% 2 50% (w/
V), HEEREZ1 0.01% (w/v) 3] 70.0% (w/v) ik 0.5% % 20. 0% (w/v) .

[o100]  fLiktth, 4G WAE IR B — AR IR ER R v R h o JULEHE, BRI 2h - FriE R 2k
2% PR K2 310mM BE IR Eh AT K2 100mM AT R R 3k 2525 L n] B2 0 22 ph 3 ] LA 4E
6.8 F 8. 0 FUYE A pH 1H . Z2h5rn] DU BERR £ VIR R 21 R A5 R 26 . Tri s JHEPES 28 571
AT —Fh S L2 A o BERRER AT LLEAALE 10mM 3 1000mM L2 50mM F1] 310mM (1) 78 BBl 9 2
BRIR h 1T LLEA E 10mM 2 1000mM A% 50mM £ 300mM (175 F I . AR LIRS
76 10mM 2] 400mM, A 12 50mM 2 100mM {5 KL . Tris A LLEAAFE 0. 1mM 2 1000mM. {1
1% 5mM 2] 20mM [K)7E F KU EE . HEPES R] LLHAATE 0. 1mM 2] 1000mM, P26 10mM 21| 20mM (1]
R IR

[o101]  7F— 2850t 77 2, Ve byt n] A AR RS 22 0 U8 B 1 SE 4 A2 S W UE K (corn
starch) /NEJERT B KIEH (maize starch) FUKJER . A 7] LUE AT HEIER  AETE
VERD I KA UE K B SE /K AR e K TR AR — R JER AT LALLZY 0. 01 % 31 10% ik

13
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0. 1% 3. 0% A7 1F

[0102] AV L&A /b — Mk B, P # B )i i A 23 15 97 5 L AR 3 R K VR IR %
MERKEK o LR RET A DME B9 5L (DMEM) o« & WIEn] LLEH /0 —Fhib 22 5, Bt
IR 25 T W HTIR IR (Bl 4 e (gumarabic) Bl AR S 58 LA s e B £ BRNEL 22 1
(43 B6) , HIREW LN IZ A G EE T 0. 1% 3] 20% Uik 0. 256% % 5% . HEW
DLIZE Ay 5 YR 3G 2 R B R AR T3 o A0 32 P 9B A ) 5] 2 Ak 3 0 2 R s i B L 2R )
Wi B A AR E S B 20-30 % w/v e HE I FL A B KR (LAH) T2 0.5% w/v ¥ 5
B o T3P D0 PR VP 0 315 A A B ) e DR i I 2R P e DR B R E ), RI 454
A 5% w/v IS0 E B A KD 2 80% w/v [ EERERIZ) 0. 5% w/v HIHFERE . HR4EA K
B Y20 A 4 mT LARHAE FH T 00 25 s R0 55 05 B3 AH OC I 8 (R B P R 2 o B RO BR AR
116E (GOP[11]) A1 1321 (GLOP[11]) & RAAMIAN — 4 ERCAR KR I IR 722 J LRI 4l J L
[RS8 FUKE B e M o BOOR N IR B A2 UL IE 16, AT DUAR Y A< S B B i) ) e A R B
AP E BRI RN - FEERSIR R R POR R SRS, T2
SNAEREAF BRI AFA R AR B (parent titer) WA E HEARFREE AR 4S, B W
AL o3 T (6 38 B AL A AR A I B S R ER R 10° AR e EAR A . Rl
(R / BCRE A BRI ARE TR B R B 2 v v] LA T TR i B S e, DLt At 5 ) LB I e RO
BRI/ BER TR B R . DUt v6 7 BT AL e 22 ) Lt FH =k IR &2 A 2%
HINAEY, /R 1 G E R LR AR 8-20 AN .

[0103] TR (3R 1) &5 H S 2 (R e PRoms 25 (1) il 50  REAEANEAE N IS B s oL T (L 2
8) MLEAFAENINIE AR ARE LT (1A 21 8A) ZEHE ) HL Y 1 B IR 95 55 10 57 2 TR) 17T BL A
g R B AFREEAF RN B8 B S 0T TR 93 753 1 170 27 B K AR E T o
[0104] % 1

[0105]

14



CON 102470170 A WO B 12/28 T

Hou5  f£37C T Log 4 ENNETIRY FE25C T8 Log & TR
1 5 4 B 1.19 24 )
1A 3.73 12 A 0.91 24 B
2 4 4 B 1.09 24 B
2A 3.63 20 F) 0.76 24 F]
3 445 3 A 3.48 16 J
3A 33 12 2.21 24 J
4 4.43 47 19 20 A
4A 3.72 12 1.61 24 J
5 496 4 B 1.66 24 JE
5A 3.39 8 Fl 1.08 24 JE
6 4.77 8 Fl 0.86 24 J)
6A 332 12 & 0.39 24 F)
7 5.39 4 B 1.98 24 F
7A 2.44 12 & 0.28 24 J
8 446 4 B 1.96 24 J
8A 3.1 20 &) 0.34 24 )

[0106]  AHIFFTIEHE A A8 20 IR B4 40 RAR BN — A TEFECHR S R AR VBRSO B B bR
116E (GOP[11]) F1 1321 (G1OP[11]) 1& A 1& 4N Mu i Vero AU k. TE— A5 7 &
o, 38 AL FEEARALAR, 2-20 IRABAC IR 2-5 IRAEAS. fhikHh, B IALARAE 24 /NIt 338 5
6 K HH K 10 KTEFE R R BN & A ik, e N Pon . % iE s
FEPEER AR (0. 1rg/ml 230w g/ml) F/ BEALES (1001 g/ml 2] 1000 v g/ml) ATk
FEVEAL R FE G B 253, Horh m AE (L0'FFU/ml 3 10°FFU/ml) (R ERUCRALE 48 /N3]
ISR o AR A FH A Y I R B A2 7= A0 1 06 19 S SR VIR e RO B % W 4L 5 ) o
AR BHIE N TF T Wy A= 7= AR R A IR B A TAL BE A S8 IR 55 o b4, AR BH SR A4 FH
BHUR B A PR R B R A R RIS AR AR A A R BT
59 FEAH R B 90  DLIEE 5 50 R FEAH DX 19599

[0107]  HpAESLf)

[0108]  HRH DL R4 A S 491 15 BH A BH RO 3E 1) SISt 77 585 (S R AN R AR hg LU An]
T PR HIA R IS . BT 5 AN AN R (192 A, T T (1) S it A P A ATk RN 7 24
IR R0 R ARACAT o B, AR AN 52 S B A, St o B A AR R &
BN R IR AE A B R I B A R R FH BB A, R RTE mT 4 A A ) Rl FH T AR e B g i
T PLEEAR K o SRTH, ARIE AR A T, ASURE AN 53 Y B ] DLTE T 20 JF B9 B AR Sl 75 e
ATV 2 SUR T SRAT AR B BN SR A 5 B AR R BH RS AR e T

[0109]  SEJiiAs) 1. HLZRYFRFI AL 35 A RO T B AR 1K B AR B AR e PRI -

[0110] Bharat Biotech International Ltd(BBIL) 9% M 5 3£ [H Bethesda B E 7 B4
WEFTBE (NTH) B 37 AR 2% 5 N 5 YL M iF 9T B (NTATD) (4R BB, M NTH 3575
NECRIREFERAR 116E AT 1321, {FJRUGH) 116B (GI[P11]) AT 1321 (G1OP[11]) &8t 7 JAAR
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M (AGMK) 40 i rP AL X AR 5 76 MA 104 40 o 5 IS Th 454X BLIE Ji5 7 % 2 A% AR 1)
AGMK (SPAGMK) 4 Jfd, o AR AR B A 4l e 5 75 T AR G o MA 104 1 SPAGMK 4 Jio 25 Jie AR 45 [
FEM R (NRA) #EVEF T7ER S i Ak = P o DR b A T 1 i N8R 3 92 1 2
(116E Fl1 1321) &NV Vero 4 fid, 751X L6 4t i p o AL K DU A R B FERE AR (viral bulk
population) FF M Ay ERAN B I R JBEE 1 CO RS DR AP35 92 P 801 o) 500 16 3 il 4L P
FAMIRRRLE . AR EETAR 116E (— PRI - A EECHR BRI ) & —Fh
A GO bk, 5 PL11] FEPH X B RIS (1 B AN 2 VP4 SRR (VP =801 ) Rk M S | A 315
W, 1321 FEAK, B o GLOP L], = E i ARS8 R4l sl B B A A AJR 125 BRI B VPS5
FVPT o ARSI H ARSI X3 0 HIR s 8k 1168 #5AR 1.

01111 — ik, AR W TP A8 Vero 40 Moy T/E4H M/ (Working Cell
Bank) SREEZECRINTTE. ESH 5-10% R4 MG DVE 357255 (DMEM) (Sigma ®, MO, USA)
HZOE Vero L. AR E TR EAEMBIAAAE T IHE A BMAME N EEKITEA
(outer coat protein) Z— VP4 DIMEAEIRSIMG HUKHE Vero 40, ME PRI EREEAR G R =
WEEE (Master Virus Bank) F1 T/EWE:EFE (Working Virus Bank) HIFh THt 5240 (seed
lot system) . HIIEFERIEEREBILTC MG IR Vero 4 e HL&F 48 /NI Ja #4T B kL
B, FEL: 144 /NI BN TE] o = IR BRI B P AR D — 0 SO0 F S I R A B 1 R 75 2 R
FasER. B R AR -T0°CEL 2-8°C N EfE. B 5 HEAT PR IS (A= i A i 77
TERA T KB PIREE R i R A

[o112] LAY 55 (KA ™ AT R A A7 AR TP IR Vero 4 M TARG MO E H T4 i 7%
(R ER 2 Vero AU S 9 FAE o 6 T AEA0 M e B0 ANV VR 8 VR BUAE A7 254 Hh /) Do UL
HAR R o 4 B A BT AS T-150 SRR MG R e b H T2 950 & 5% a4 s
() DMEM 780 AR5 FRIEAE 37T°C R E 24 /NI 7T WS, WG TR h i i 7 5691
T 5% IR IMIE ) DMEM R 72540 78 DA HE VA 1) 582 1Y o

[0113]  7ERHEE PRI, W CA VLSRR H 72355y i ee . Ha
Wik — 0 BN PR 2 AR DRTGH TA 28 10 40 f sk H T H#0 R #5 116E 81 1321 J&
[0114]  AWRWHE L16E B 1321 1% AR FRER S0 TR 5 22 IF Bk (g - v e
PR UL A0 o R 40 B AT IO R BT A o Al MO IR I AE 37 °C MR FE— /D
WRC B o AW PR BSS TE) 2 S5 FH AN I35 P DMEM 2236 40 55 72400 0 BB GR 1¥) 40 B 2 AR R AE
35°C T, HEAF 48 /NI JE O B IR R, Rl 144 /NI IR TR] o ZERRIR SR IRBER 5 AN &
I35 1 DMEM #h 7840 f 35 7540 . 7658 = IR IROGR G 20 R 40 fss 7). 4 200 BB BRIk
SRR TE B A A P IEAEATAE 2-8°C o B RIS & I LI A I I R TR T AR A
2-8°C T o AT HUFE AR B IR SR BRI R A FF B R ) 75 & = TC W ME (sterility) o
A I JREAE SPG A2 2 5 (REME 7. 46 % IR — 081 0. 0515 % IEERE 81 0. 128 % A&
2 0. 101% ) HLE -70°CEl 2-8°C M#ifF o 1 MASE AR E FIP S R BCRD B FE o 19 %54
TIRIFAFRE T pdeoe M .

[0115]  JHAb PR KL 55 (K AR 7 A% A AE ARV ) Vero 4l i) T A48 o 22 A T2 it
PRI HZE Vero A MBI S A 1 TAEA MR PNV R WL BB AE 2248 Th /Dot
U R R o 40 B A B B A T-160 R LG Lol TR S A 5% a4
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JEH0. 1% NIMYE E 2 E F) DMEM #h 78 B 98f7E 37°C R E 24 /hi. 7RI E G, M
B S AT 8 5 I & 5% IR LIS A 0. 1% A AL 72 (A () DMEM #b 75 LU BT 4 i
BT

[0116] 58 " ZH4l s 2 v B b BN E DMEM FP &4 0. 1%.0. 2% 0. 3% 0. 5% 8 1% A
MmyEAEE CASRIER) ER 5% AR M3 5 — 4140 s 72t v B 4 B4 7E DMEM 1 5
H0.1%.0.2%.0.3%.0. 5% 5k 1% AIMyF As A (ELRIE ) EH 5% K4k,
[0117] AR EE 116E B 1321 AARE L BT R AR TR, 3F H il &M L
&Y Vero s FeM . MR4E 40 MoRF AT R B U2 » 1G4 Bss R pH 7.4 2 7.6
(R R S i ER KRR IR o A0 R R IR S R AE 3T C R fR¥E— /DI A TR s B o 7
W BB TR 2 ), S 0. 1% AL 78 A ) DMEM 2805 40 fo 85 250 B AR A AL (A
HABEAANME Q&AM M=) FER A M IR IREFE 37T°C, 345 48
ANBT JEWCEE 2 R IBGR Y A e BRI S A AiE A a (CRIER ALY A &AM E
HANIMIEAEA ) KIGFREA AT BPORREE LE AT 1E 2-8°C MiEifrik
RWe KRG BRI ORFEAE 37°C TN H TR B BT JF 4R R 40 M B 21 58 =R, 72 e A8
ZRBGR G ZAEE R . Ak B R =R LUE RS IF R R R E 2-8°C .
AT BURE AR B 2k SR OB I I R R B 2 E RO IR ME o & JF B BRVEAE SPG AsE 7
(B 7. 46 % IR —5UEF 0. 0515 % R AL A1 0. 128 % AR Z R 0. 101% ) "FAE-70C
B 2-8°C T AT o AN AR E T SR RSO R e B2 56 1 T 8AF AN RINELRE T AR E TR 2R
[o118] & 1 A0 B3 B A A T 2k S 3 DAL 2R (0 5 AR T Ak 3L ) 3 SRS )1 3203 2 2
o BT TR SEH AR FHAH E] IO S0k BEAT DIIE BH E S8 IR FEAE Vero 41 A FE i b B9 FE 1R,
BEFRAE TP AT AR HSA ATy HSA 158 S EUE SR AL . ORI BY R 58 2 R \E8 4 RAIEE 6
R = IR IR BGRD FFA FF A2 2-8°CF 3 RIS I (e . FUALHE (9 5 Bom HY
SR I RO . PR R B ME 22 0. 8log/ml Rl KA 1. 11og/ml,

[0119]  SEJAA] 2. B0 PAFH AR~ 3 IR0 L 20 PR A6 R 2 R Y0 Ak BEE P 2 R 2 1 o) 5) LA %
bR A PR PR )5

[0120]  KiAE 2-8°C il ~70°C FREAF K& I IR ZE T 10°FFU/0. 5ml £ 10% °FFU/0. 5mlL [f)
H bii P e B Bl S RV E A TR TE . JE T IR B DR AR T, B B AR R A O
(19 SRV FF % I 31 T2 AR R & A AR g ) LA S AR ph R 2 st e BT 1 2 B v AR
HPERIEFE BN AME A . AEHIF A LA [ 215 R0 A 1 2% b ds e 2 L A B A KR
(LAH) | ¥ 55 00 © TREOBE L v by LB L 22 280 KSR A L rHSA (AN RS W] B8 C -5 A FIAL 22 199
AL I R ORI B R T AR A AT R B 1) rHSA) o K A e B I SR )
0. bml 4 L HLAE L 2 2. Oml /NI A5 2-8°C . 25°CHI 3TC R itiAF o LLE IR 7] 18] f&
AR 2 S CAUE B A P AR e R ( L3R 2) e i o i 28 i s 2 R0 A 3L 1 B A AR
E T

[0121] ARG 1-25 [ iles A Tow A Tl v AR E ) St R AR R A B R
(IR FR L K E baii B R il 4 25 Bl o T8 R4 T A RERRRIFAIEORE I 5 b bR i DAFR 7R A
it T i ER LA AT 5 TR S IR A A S o AR SIAE 2-8°C L 25°CHII 37°C M it F .
FE S5 W05 I f RS e M R e S R e T R . S5 R ER 1 2K 12 K
TR

17
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[0122]

PR30 2645 (128 - AE TSR 45 I A v SR E T S G ) ) AR AR R 75 90
J R AR R LA o i DR )26 25 i) 351 o A7 P8 7 PSS = 1 it T IR IBIR 78 7% R T i b A
'EANZ T 42 /NI B A8 NIV VR R IE R o VR TR R A =8y T SRR
R VTR TR P AR E O A A T A R R A (A bR SR I R SE AR
PR R MR RS Nl B . R RMEAT A REREIFRIBORE O St bR i LR
ANFERL T A E LR AT S T g IR A A7 FORE o FERLIRAE 2-8°C L 25°C AT 37°C 1 il
7o AZ A EVER T vE R E SR I R ot R R o RIS ] WRT EEA

[0123] K 2
[0124]
F. No. A28 7
() LAH | Bk | # w |5l %% | K& | HSA |PVP |bicartb | Gum | Pyr
® |H | B (B | &9 mM HCL
H
1 5.0 80.0 05 00 (0.0 0.0 0.0 0.0 0.0 0.0 0.0 0.0
(2B)
2 25 0.0 0.0 00 (0.0 0.0 0.0 0.0 0.0 0.0 0.0 0.0
3)
3 10.0 0.0 0.5 00 (0.0 0.0 0.0 0.0 0.0 0.0 0.0 0.0
€)
4 20.0 0.0 0.0 0.0 |00 0.0 0.0 0.0 0.0 0.0 0.0 0.0
3)
5 2.5 0.0 0.5 05 |00 0.0 0.0 0.0 0.0 0.0 0.0 0.0
3
6 5.0 80 0.5 00 |00 0.0 0.0 0.0 0.0 0.0 0.0 0.0
€))
7 20.0 0.0 0.3 00 (0.0 0.0 0.0 0.0 0.0 0.0 0.0 0.0
&)
8 10.0 0.0 0.0 0.0 1.0 0.0 0.0 0.0 0.0 0.0 0.0 0.0
&)
9 5.0 80 0.0 0.0 |00 0.0 0.0 0.0 0.0 0.0 0.0 0.0
&)
10 10.0 0.0 0.0 00 (0.0 50 0.0 0.0 0.0 0.0 0.0 0.0
[0125]

18




CN 102470170 A EH 16/28 1

F. No. 7 F)

(8) LAH | E# |#& w3 #3% | K& | HSA |PVP |bicarb | Gum | Pyr
B | | w4 %8 mM HCL
$E

(5)

11 0.5 0.0 1.0 0.0 0.0 0.0 10.0 0.0 0.0 0.0 0.0 0.0

(6)

2 los loo |oo oo {10 |00 |100 |00 [oo loo [oo oo

(6)

13 50 |800 00 |00 0o |00 |25 |oo oo oo oo |00

(6)

14 5.0 0.0 0.0 0.0 0.0 500 |25 0.0 0.0 0.0 0.0 0.0

(6)

15 10.0 10 1.0 0.0 0.0 0.0 0.0 0.0 0.0 0.0 0.0 0.0

)

16 100 |00 |10 |00 (00 |50 |00 loo |oo |00 oo |00

(7)

17 125 [so |10 00 {00 |00 |oo |oo [oo loo [oo [oo

(7)

18 25 0.0 1.0 0.0 0.0 500 100 0.0 0.0 0.0 0.0 0.0

)

19 5.0 80.0 0.5 0.0 0.0 0.0 0.0 0.0 0.0 0.0 0.0 0.0

(8)

20 |50 [800 05 00 [00 |00 |00 |oo oo 0o |oo |00

(8)

21 00 |80 |os 00 (0o |00 oo |o1 oo oo oo |00

(8)

22 0.0 80 05 0.0 0.0 0.0 0.0 0.1 0.0 0.0 0.0 0.0

%)

23 0.0 80 0.5 0.0 0.0 0.0 0.0 0.0 0.0 0.0 0.0 0.0

(8

2 loo [so los [oo oo 00 00 loo oo o0 oo |00

(8)

25 00 |00 |00 loo |00 oo [oo |00 |oo oo |00 [oo

A

9&10)

%6 oo |120 00 |00 (00 |00 |00 los oo oo oo |00

(13)

[0126]
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F. No. eyl

(H) LAH | B4% | & w |3 | &% | X& |[HSA |PVP |bicarb | Gum | Pyr

3 | A & 9 mM HCL
A

27 05 (00 |05 |00 |00 |00 [00 0.0 (00 |00 0.0 |00
(13)

28 00 [00 |05 |00 |00 [00 [05 00 (00 |00 0.0 |00
(13)

29 00 |00 |05 [00 |00 |00 |00 0.0 [025 |00 0.0 |00
(13)

30 0.0 |[12.0 0.1 [00 |00 |00 05 100 |00 0.0 |[0.0
(19

31 05 |00 |05 |01 |00 [00 [00 00 (00 |00 00 |00
(14

32 00 (00 |05 |01 |00 |00 |05 00 |00 |00 00 |00
(19

33 0.0 0.0 0.5 0.1 0.0 0.0 0.0 0.0 0.25 1 0.0 0.0 0.0
(14)

34 0.0 |120 ][00 |01 |00 |00 |00 05 |00 |304 0.0 |0.0
(15)

35 05 (00 |05 [01 |00 |00 [00 0.0 |00 |304 0.0 |00
(1s)

36 00 [00 |05 |01 |00 [00 [05 0.0 |00 |304 0.0 |00
(15)

37 00 (00 |05 [01 |00 |00 |00 0.0 [025 |304 0.0 |00
(15

38 0.0 |12 00 00 [00 |00 |00 05 100 |00 0.1 |00
(16)

39 0.5 (00 |05 [00 |00 [00 |00 00 (00 |00 0.1 |00
(16)

40 00 [00 |05 [00 |00 [00 [05 00 (00 |00 0.1 |00
(16)

41 00 |00 |05 [00 |00 [00 |00 0.0 [025 |00 0.1 |00
(16)

42 05 |00 |00 [00 |00 |00 |00 0.0 [025 0.0 0.0 |00
17

43 05 |00 |00 [00 |00 [00 |00 00 (00 |00 0.1 (0.0

[0127]
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F. No. A& 71

&) LAH | Z#% | & |& |4 #3%¥ | K& |HSA |PVP |bicarb | Gum | Pyr
2 | [ | B | Ee mM HCL
X

17

44 05 |00 [00 [00 {00 |00 |00 |00 |00 [0.0 00 |01

(17

45 05 |00 |00 |01 {00 |00 |00 |00 |00 [0.0 00 |00

17)

[0128] ™ 455 FIffRE

[0129]  F. No. - 4=

[0130]  PVP— 2§ ZJ7 g o il

[0131]  Bicarb-304mM F% G4 £h

[0132]  Gum— [l FrAfT A% Jie

[0133]  PyrHCL- #hpgnit %

[0134]  HilF) 1-24 &5 A0 5E 7 RV il 511

[0135] 17 19.20.23 F1 24 A F H70 fr) 955 25

[0136] 5 21 1 22 A5 FH P Ak 34 fy 3 25

[0137] 57 25— F & Z2 P oml AN 2 A 2 7] R A il 571)

[0138]  #I5] 26-45 23T HI5

[0139] 2 o BN B AEBUATR CRIRgR S 1) PAFLE (28) BUFAE (2B) FaE 5 5%
LAH+80 % FEHE +0. 5 %6 M S5 A 1 15 100 ML 28 {3 25 R0 PIUAL 38 KD B AE 37 C 1 A7 AR e Tk
BE. R, S RIAE B A BN S A E RIS 0T, i EE AR E TR AN 0 RIFEH 28
16 B HTHL T o ZEA SRS AR OL T, TUAL B 1995 55 1 LI T B AE 37°C R AE 4
J5 3. 21og, T 175 (K955 B RT3 B IR B2 4. 0log. L M) 2B AT LAVE B3I, R R 2 1E
Tl 2 AL IRV N B B ARAEAE AR E IR 0 N B2 B 7K o AL, &8 SRS AE 7,
()i /N TIAL ()95 25 1) B O B A M 2R PR B 9 1 00 P A — 28, R B AR e R R A
HSA #fySEs2f A B A e .

[0140]  [&] 3 o & (1) A2 75 VU Bl AS [5] 9 1l 570 op (¢ 56 R B3 48 2-8°C (3A) \25°C (3B)
37°C (30) Frtame Mgt . EEMEN T, R4 1 ZIEF 2. 5% 3L A& A KB HIF)
25 2 RIEEH 10%FLAEEKMBF 0. 5% HFEEREIHI7, 241 3 Bfe8H 20% L AE
H KR HIFR L FR 5 4 28 B 2. 5% S A B KD 0. 5 % ek Al 0. 5% i i pE 2
GG 75 2-8°CF, fE RS 3 P EB TN HZ FERAME TR, M 2-8C TR
H) 1,284 HHAE 14 DN H B 24 D H 2 J5 W23 0. 0910g 3 0. 4910g WK E N FF. 7E25CF,
241 3 4 BRI REAE 3 N HZJEAE 0. 9410g 3 2. 691og [KYEH, HAE 6 MHZ G
1. 19 3 4. 191og YO LA 4F 12 D H 2 Ja48 1.89 3] 5.39 TGl 76 37CF, &%) 1 34
IR FRAE N G AE 1,39 3 2. 4910g HIYEH, H ARSI 2 M1 3 WoR{E 10 2 J5 2. 99
#| 3. 091og KA NP, {EZRA 1A 4 F, WAL+ 2 A .
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[0141] &4 T Bas KA & AT AN S AE 51 -5 % FL 1 8 K A4 +80 96 THEME +0. 5 %6 i
B — I HIF R R LI6E 7E 2-8°C (4A).25°C (4B) M1 37°C (40) "NRAFHIFR & %k
Yo 1E2-8°CF, AE LA S EKARYAPIAD 0 KR DO 75 77 SR B R UK, B
2 24 A H RIS 2 1. 841og. & 5% L A S F/KMAYIAN 80 % RERE 5 0. 5% g Bl i 20
BRI R s B3 24 4 H B TR EAA BT B 76 25°CTF , A& FL A & B/K YA
Foft Z R R ZHA5 R DRI B 1R300 s R PR R, L3 12 A N TR 24 6. 0loge &1 5% 3,
LA K AR RN 80 % HERE 55 0. 5 % W SR (1 241 I Fe DR 25 B g M (K0 B P, L3 12
A H B 4 2. 811o0g. 7E 37°C R, ANE FLE & FU/K RN FE 8l 4G AR 2
FIFILE 6 2 )5 Bn BB RUR . &A 5% FLEE /KPR 80 % RERE 5 0. 5% g SRR 1)
A PO 7 SR B B T R, ELE 16 FIRJIS TN 28 3. 8510g.

[0142] & 5 1 o S 76 DY Ab AN 7] B alil 571 o 1) 46 RO 25 48 2-8°C (BA) .25°C (5B) #
37°C (50) TR E AR . RS, R 1 ZI6EH 20%FL A HEAKMH 0. 5%
W AL IR, R 2 21REA 10% I A& AKED 1. 0% L A A rHFL, &
) 3 2R 5% FL A B FUKIR .80 % JERE 41 & 1) AR 4 4 2485 10% LA &
K SRR 50 % 22 ZERE AL G I . 76 2-8°C R, R &R 1 F1 3 HhEF 24 A H %K
AT AR 2 M4 Bor BRI HBCH T B HAR 24 A H 2 E WSS 0. 371og 3
0.57log K NFE. £ 25°CN, fERMIYN R A TR 26°C T EHR 3 A H AT T HAER
B 1R 3 HEE T A HZ AR 1. 4T og. FEFRF) 2 M4, FE-LA HZ J5 W T 3. 471og
# 4.071log. {E37TCH, & 1 3 4 WongE N AN M JG1E L 371og F 2. T710g ju
DL AE 6 JH 2 JG1E 1. T71og 3] 4. 071og [FI7E H

[0143] K&l 6 o B 2 58 IR 5 116E M7 48 2-8°C (6A) .25°C (6B) H1 37°C (6C)
NEAE MR . MR, R 1 ERREH 0.5% 5 AR EKFEY) . 10% K RE
1. 0% M B I 2L A B3], R0 2 R4S H 0. 5% FLIA R /KA 10% KRG EAM 1. 0%
FUBHIIAA IR, 2251 3 248 & 5% FL R K ARY) 2. 5% K S AT 80 % JEHE 4
GG, B RS 4 ZIEEH 5% I A EAKMD. 2. 5% KT HE AR 50% 2 0 A&
(IR, 75 2-8°C R, FE RS 301 4 LB = PUAS H B R T B 110341 1A 2 o
0. 171og M1 0. 271og Fy AT ZBEAVHEWG AL T RE. 7E 25°C R, B4 1-4 BoRig A T REAE 34
HZJG1E 1. 07Tlog 3] 2. 171og WG HI PL A & T FRAE NN HZJG1E 2. Tlog 3| 4. 4710g 1
. fE37T°CF, &4 1 24 Boxig TR JGLE 1. 161og 3 5. 071og FITEHE, LK
B\ ZJGAERS) 2.3 F 4 PR R FRAE 2. 1log 2 6. 171og FIVEH HAE RS 1 HEE T
G

[0144] K7 b SR 25 RE 116E AR HIFIE 2-8°C (7A) .25°C (7B) F137°C (7C) K
A e M . ERREOUT, R4 1 2TEEH 10% 5L B R A K2 10 % BEFERT 1. 0%
WEEERE 2 G IR, R 5 2 A 5 10 % 7 B KR 5 % 22 ZEREAT 1. 0 % g Rk 1
AA RN, 2503 RS H 2.5% FL A H E KA 80 % REHE A 1% g Bk 9 414 1
M, HZRH 42488 H 2. 5% FL A HE A KA 50 % 22 ZFRE R | %o BRI A& ki) . 78
2-8C I, fEARH) 3 M 4 P EB DA HEAHRRE TR, MRS L2 B7RE 15 MHZ G
0. 1910g 1 0. 4log I F [ £ 25°CF, R4 | ] 4 WIRAE—=AHZ R FHAE 0. 8910g
2 1. 5910g WV [ HAE-EA H Z IR T REAE 2. 8910g 21| 4. 491og HIVEH . 1E3TCH, &
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F) 1 2 4 S eV JE 22 Ja i FE R FEAE 0. 6910g 3 3. 191og HIYE [ HAE/S 22 5 BT B AE
1. 391og %I 4. 8910g TG .

[0145] & 8 " S R 2 B 75 116E W4 548 2-8°C (8A) .25°C (8B) 11 37°C (8C)
TR TR . RSO, R 1 RTE S A AR 5 %6 FL I B UK AR
80 %6 JHERE A 0. 5% g HERE G AL A BRI, R 2 ¥ & A AL BRI AS R 555 % L 1 2
IK A 80 %6 RERE R 0. 5% g e 214 M HIF), R 3 B EA KA AL | FPTR.
0. 1% HSA Fl1 80 % JHEME L UL K 0. 5% W bl (21 A kIR L R 41 4 R 4e Sk B A e 2
(BB 0. 1% HSA80 % REMEFI 0. 5 % g Eaph AL A TR HIF, R4 a5 E Rk B AW 2
[FIHLIR 0. 1% HAS.80 % IEBEAN 0. 5% g bl (4L A 11177, R4 5 2R & Ak B At i
1 BT 80 % FEMEFN 0. 5 % g et AL A 16170, R4 6 24 Ak B AL 2 FIPTR .
80 % FHEHEFN 0. 5% g EERE A S I HIFH] . 75 2-8C T, fERA 1.2 A h{E 24N HZ JaikA
W TR H RS 3.5 f 6 Bos HE 18 A ARAHK, HAE 24 MR G MEFI KL 0. 21og
IR, 76 25°CF, R 1.2.3 F1 4 BIRFENDH Z G & N REAE 0. 641og 3 1. 4410g 11
e HAET— N H 2 G T FRAE 2. 6410g 3| 3. 051og WYE[E . 41 5 F1 6 E/RfENTH
Z G T FRAE 2. 4410g 1 2. 82 [FEH HAE 11 H 2 )5 FRTE 5. 0910g F1 5. 0210g 15
Mo £ 37TCF, &) 1.2.3 f1 4 BRI JGHE N 1. 5110g 3] 4. 831og HIEH H.
TEA 7S 2 5 BT FRTE 4. 01og F1| 5. 041og HVEH. F 41 5&6 BniE FRAESREZ G
£E 2.921og 3| 3. 5410g MIVER HAE 7S 2 J5 i AR il 2%

[0146] [ 9 " IR 2 E TOMAS [B] IR R Fe PO B8 37°C P IIR e MR . WA
R a2 TR I 2R B AR IR ORI R B BLAE S 2 JG A8 i . 5 80 % BEBEFN 0. 5 %6 g 15
B (0 T4 PR 3 1R G E 4 B2 5 R B 2. 210g, TR/ JE 2 G T BE 2. 9210, 75 8 A Z )G
TR 6.0210g HAEHRZJGAME. &7 20% 3L A S A KB E KR BRI E 2 G
T F% 1. 39108, fE/N G T B 2. 0910g, 76 )\ 82 J5 T B 2. 2910g LL I AE 16 F 2 J5 T B
5.391og. A 20% FL A A KM 0. 5 % W 0 12 B o AE 16 2 5w T %
4.97, &H 5% FL & E KA 80 % BEREFI 0. 5% W80 (K 204 1611 1t B A — A 3
516 BRI HT T P 7E 6 B2 5 T F% 1. Llog, 7E 12 B2 J5 NP 2. 4210g LA RAE 16 2
J5 T FE 3. 8510g. 42 Rt A I 80 % RERE 0. 5 % W b T B kT I, AR B2 33 Wi 78 37°C R 1Y
Feoe ME— B2 — R B8 BRAR E 20 VU JE 7S B 2 Ja 28 . 20 % 3L A & K i
2 B R RS e E HLRE S (R ER /N T 1. 5log W3R T B L2 DY F 5 I 22 21 12
Rz SR ER] 16 . 5 A 20% 30 A& AR A LR, 78 20 % 3L A 8 A K EY)
0. 5% WIS O R AE 37°C R AE 16 JiZ 5 A W B B e 8 F 1 R . 25
R A 5% 1L R KRR 80 % RERE AT 0. 5 % i il 0 I INE, LB BIAE /S A 2 )5 R %
/N 1. 5log HAE 16 JAZ J5 B4 3. 8510g.

[0147] B 10 Hr 7 1) 52 76 R0 AS [R) 10 0500 P IR B (/N 107 SR8 55 0% 1 £
2-8°C (10A) A1 37°C (10B) FFEEME. 1F 2-8°C T, ¥ A Fa 22 7 A il 37) 5 7 s B A1 ¢
HAE 24 N A G2 0. 6. HAT 80 % BEMERN 0. 5 % I3 b (1) H)57) o AF 24 N H 2 5 R R
1. 81log, HA 20% 3L A & /KM HIFI CL A HLA 20 % 5 8 EKBEYIFT 0. 5 % i BERE 1)
il 31 7= P 0. 8log 0. 8910g, HEA 5% 5 H /KM 80 % HEFEFN 0. 5% Mg BERE I
I BRAE 244 H2Z S5 B R I 0. Tloge 48 37°C R, B Fa s I 57 S om T FEAE A R K

23



CON 102470170 A WO B 21/28 T

(R BAEDY R 22 J5A8 8, 0. 8. F 80 % BEREFN 0. 5 % i 5 B FC B 28 i S 7 4 B2 )5 R Rg
2. 061og, M 20% 3L & EH KD it SR 7575 B 2 5 T R 2. 481og, H 20% FL A
B K ARAIAT 0. 5 %6 I TR 1 04 2 1 v B AE 8 FZ JE N 2. 79, FH 5% FLAE A
KA 80 %6 THEHEFIT 0. 5 %6 Mg FHE (1 20 & B i 140 21 B S s AER — R BI5E 10 R B i)
b s ZRBITE 4 J 2 )5 T F% 1. 21og, 7E 8 B2 J5 T F# 1. Tlog LLRAE 10 JiZ J5 B 2. 5108,
P 10 3IE B 73 2 TR B L 1 B K S B A e S P A R B T A 37 °C R IR
I A

[0148] P& 11A B 11H Hp SR K042 5 AN R AR e 70 4 S04 25 1995 53 1A 80 PR 13010 1 e 4
Wio AHFI N AE TR 3 P EI,
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