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o TR U BRTORFEA D U A BT D U A S U T A KR ONES
MARPREENLTND, (1, 2, 3)

. FREMRVERIKRR
LSD 1. Ry T ATANAR I TR 7 AT A )VABITHFHI N D A



DNA 7 A VATl 2% LSDV Ziili ik & 32 7 A W AMBIRN T, Koy TRhE
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BT, BRACRR, BB, AR TEORKIERERT & & bIT, 28, FRIHE.
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B X DA E B2 b TRV | s & OB ¥ A LA
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Pk, ., I—a v/ IR, BT U7, RRT UT7ICAEITIER, 2019 4ELL
B, BUEORAENT U7 T BETEIRME T 7 MOET T TRESN TN,

(4, 5. 6)

LSD U7 F OBZIE 1999 F 6174, 2006 412 LSD AU 7 F
(Lumpyvax) 237 7 U B THRRBINTZ, £D%., 2015 4EIZ Lumpyvax D% &k
%75 MSD-AH (Intervet South Africa) fhIZFeAI &AL, 2022 4E B [RIFER AT
HOEFERFIZH VT GMPLE Y EU O fEEEHHANCESW TG L-T 7 T
> DX FR% Bovilis Lumpyvax-E & L7z, Bovilis Lumpyvax-E O/AEPEIZFEHT 5
v — kR v M Lumpyvax @ LSDV v~ A% —3— KHEERTHY . U7 F o OIK
X Lumpyvax & [Fl—Th s, (2, 7)

AR & BV  Lumpyvax (387 7 U DIZEBWT 15 4FELL BRGNS TV 5,
Lumpyvax X, 2006 725 2018 I/ T, 7 7 U AT 2,700 /5 R—ALL |
HMEMA S 4. MSD-AH #hHiZ L 2FA& TiZ. 2012 25 2017 £ W], A EHFR
DEEDOIDIEBRE 12T & A E 72 <. Suspected adverse reactions (SAR) DOFA4
FIFIEH I 720 (1/10,000 Kiil)) Z EARSN TS, (BRT)
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7T (B RYT, A, &) TH Lumpyvax WEH I TW5b, HAREN
[ZBWTHAFERIT RV, (BRT)

I Z2MIRLIMROBE
1. NZx9b%eH
(1) x#l

F#lo> LSDV Neethling #£13, 1999 FIZF 7 7 U 5 C LSD #EF 0 478k
ST IRIREMEEPAME 2 BTRD2MA CHEAR Lag i b L7283 AE Y 7 F U Th 5,
(22, 7. 8)

LSDV (X Vg ERFEMEZ R U, B X 2E R odhd ., K4 OB A D I
BELTdH 5, LSDV 13 ABRH MR YE DR FIE TR < o ANITEIE LRV, (B
5. 6, 9)

LSDV Neethling ki, #%it (3. M) O4HARRICBNT, U1 LA
JEAZ RSP, WEMEROMTMREMHIZZ LW LR EN TS, &5 LSDV
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2 Transformed bovine testes cell culture : JE/E fizfa ks B0 15 4%
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PLED G ARANZE ENHMANL, 2 OFEARNL. BEAF O mMEREm & OVA
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fAY & (557 LSDV Neethling &7 & 1.0 X105 TCIDso) # HiEIEZ FM&5-3 53
BRONFE R S ivlo, Bh% 12 B L BRAER & O LSD 1T L 72tk o @lgsitr O
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=17,

6 fAEEZNDOREITESFERTH D,

THERIH 0 1 ~100 B B, EETHL - 101~200 B H. FE%E : 201~300 H H



Too B5%, ERPFOHEE THIZ L, HAROREIREZBIZE LT,
IR > THERELOEITA DILT | BT OMEIRAF D IEF DR
AR HE LS, (BT, 18)
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(2) BRIRERER
® FroiER
77U AT, 4 (7 V=27 F, 7T~10 72 H#s, 500 58) Z Lumpyvax @
1dose (1.0x104TCIDso) % Hi[al#&5- L 7= B/ ekBRA i S iz, & 5% 14 HH
DEFRIER K O— AR IE 2 Bl LTz, AF 2R ERRIER & O LSD (ZBE 4 2 ek
IEH BN hoT-, (B 19, 20)

@ PBRMNERmE UNILAVEE) ITBT57 0 F U ERROEERREER/RS

2016 5, FAHI T, 7ar7F7, XUy RUONCTY —IZBWTLSD ©
AT S Lumpyvax QN TONTZ, 7 a7 F 7 KTV >+ Tk, 2016
7 AURKE, SAR OE,N MSD AH #1127 &, B4E 2017 4RI, Yi%iliEN
BOSH R/ E iz, SAR & L THE INTIERIE, LEDIK T, FE, KED
it E R ONESHAAL OVRIE T 523, FLEOIK T M Th7en (1 IS
1 BHATH) \Z B S, RRISHE A D B OFEHITIE A OVESREAL OV IE & (i
HThev) SHEICEEN, (B3R 19, 21)

@ FMNEBRETLHE (EFSA) (245 LSD 2T 2I15RINERUDHTICET 53R
=T

2016 4} O 2017 FRIZ NV VR EF 2RV T LSD 23R4 L7BRIZ, 230 /7
R—Z® Lumpyvax 73M# H &7z, Lumpyvax DA, [7 U < LSDV Neething £k
U7 FThsb OBP t#H#lov 7 F o A S, R Eo 50%REZ HD
720 2016~2017 FFICKHNL/2 D 7 F U AT 5722 LI2 X 0 | LSD O%4 I
SUEIZIR L, 2018 4R ITIIAEIT A OGN IeoTo, 2022 FFICEDH E T, 2L
71 U EIE%E T LSD OFATIZER 6T, U7 F U HEKD LSDV IZ X 2 FIECHA T
HME I TR,

7 a7 FTIE, U7 F BRI EBYT— A TR FEEE R
LTWAED, 2FOT 7 FUNMER SN ELLIZERT S HOHRNET
Xlpipolo, WEINTIEROHBLRIL, HHEiEAK (12%), AEIET (22%).
FLBE (7%) \ VESHBAL O (21%) . BV (%) . Wi (7%) . FE (22%)
Thol-, AERET, U7 F U BEMEEHD 0.19% (55/28,686 fitisk) THE =

8 FHAE XTI 123 AL SV Y, UHEGICB I 2 A ER B NREDORAERLE VW T RT — 4
IIARBHATH 5,
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. EHEMEEY O 0.09% (399/431,367 HH) NAEXEZ R L., 0.024%
(102/431,367 8H) 2331 L7z, BBTeda v 7 F Mk 2 BELINICA Fi 2
DT S, A, FLEAK T M OVES AL OIRIE DS 72 R TH - 72,

—J5, LSD ATH (T ANR=T BT 378 ROV h U 3EE) 128 5%
BRD, 2BIBOY 7 F BN AERISHHA LN RD Z ERRENTY
%o

EFSA 1% 2019 FEOHEEIZIBWT, 12015 4ELDLFE Y 3% it 12 35U THRAE 250
T R—=AZBZCUIFUONBERENT-ZL2EET DL, GEHEHOBLAEG
MU I T N> THTEL SNSRI LT, U7 F o SfICREKT 5 HE
WAEIIBD TIREN TH D Z LRI, ) im0 Tna, (219, 22,
23)

3. TODER
(1) mEREEIRAR

B (7 V=T U, 6~8 D Hlkn, MBI, 4 8H/F) Z MWW T, Lumpyvax
™ 10 dose FAY4 & (1X105 TCIDso) @ LSDV Neethling £ % 34l & 925 SE5k H
U7 F o 1 RHICHERZ TG L, &51% 8 HRHIZH 1 OSSN LEIL L
7oIfik 5 mL 25 2 FREO KIS G Uiz, #5515 H BIZH 2 FEO K
SEELL 72 1MiE 5 mL % 55 3 BEOEMICEK G- L, 3 1 KO 2 BEO KB ) HERER
L=k %z W<, PCRIZ X % LSDV O #4T-7-,

HigE 5 (UK EAT 5 TETE - 7228, 5B 1 BEAROVE 2 BEO MK/ 5 LSDV 23
HENgnot=lzd, B bMIITh o7, ZOMRELY, HBrEix, v
A VAR SN2 T2 7280 TRIEME O IR M O O EM ~DAIFEIZIE LIS
<nELTWg, (7, 10)

(2) 9AF7FF7ICBITE2T9Fob—RAS50RTAT S LEYTREINT-FREHEE
/OGN EEEMITEHT—4
2016 FE KN 2017 Fl2, 7 a7 F7I2B W T Lumpyvax % & e LSDV
Neethling #k% £/ & T 5V 7 F UM %2 TN L (BEFEEE 90%) . &
BRI MDHARICYH —_A T AT 0T L& H BT, 4,378 MEY > 7 9% xf
512, QPCR (8 PCR) TH&EZITW., £ CLSD [t Th o722 & 2R L
TW5B, BRRFER, VA NVAER R OIEFOY—_A F A7 —2 L), 7n
T FTIZEBWT LSDV OJifTiER o7 2 E RS,
DR A 2 L7- Lumpyvax M L8O KRELY VA VAT
ZEEL L, MDBK i T 8 [FIfkEE , R — 7 =2 7 Fihi U TR 2R .
WRBEDOTAINVAYT 7 AL Lumpyvax 77 F 2 U A VAT ) K10L 0D 100%DAH

Ty F U E LTERICHKT 2 I THDLINENIARHATH D,
10 GenBank accession number: KX764643
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[ HER SN Toe T DORERIT 1 DD RBEHRD R DEFIREIZE SN b D TH
53, Lumpyvax V27 F 2 U A I)VARRED 7 ) KD In vitro T 8 [EIfEEE b BT
NEETHDHZENRIniz, (BZR7, 11)
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V. BREREZETE

T U E—RAF [ Y 7 T (Bovilis Lumpyvax-E) ##FE U724 ICHEKT 5850
DZEMIZDONT, BMKES D DI SN2 ERE 2 W TR R 2SN 4
Fehte L7z,

FAIToH 5 LSDV Neethling #kiZ, WA MERSMEICH R T 2558 AET 7 F U T
b5, LSDV iTmW\ g R ML R L, a3t g0y, KALKOEAD
KEERCd D, LSDV L ANBRIEEYYE DR FAR CTIE < . ANHBRE L2,

PLEG | EA/IO LSDV Neethling #£1%, AMTHT 2WEMEIZ RN EB X BT,

ARBFNOBINFNFEZL, £ OEPIRDL, BEAF O mMREn & AR -F o ik - &%
BRI L L, ABBOG AR E L THEEMICHEH S, EREERLESGED
NSO EI A TE HRE LB X7,

LM M OB IR AR 2 W\ T AR XA U < LSDV Neethling #k4 &=
#l &35 Lumpyvax OFRIZERT HF~DOFEL LT, < IKE TRM/AE
ITHHNDEDODOFRIZIIE L 72 DT IZA B R o T,

PLEDS | ARBFIDNEONAEH S DRV IRV T, ARRFI 28R L 72412 Bk
THRAZ U T ANORICHEL 52 DRt T 2 BE LB X T,
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< BIHE : BEFF>

I PR S s
EFSA European Food Safety Authority : BRI & /522 4R
LSD Lumpy skin disease : 7 > E'— A% L J5
LSDV Lumpy skin disease virus : 7 > B —AFX {7 A /L A
MDBK Madin-Darby Bovine Kidney : 4~ fiig H AR L
PCR Polymerase chain reaction : #5578 U 2 7 —BHEH{ )&
SAR Suspected adverse reactions : EI{ER 238 5 A E )i
TCIDso 50% tissue culture infectious dose : 50%fHfkES 2 YL &
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SUMMARY OF PRODUCT CHARACTERISTICS (3EAZR)
QALITY DOCUMENTATION (FEAFR)
SAFTY DOCUMENTATION(F) (FE/AZ)
AT B EATEEI M HEOBEALEEN 056 7B — A X R
https://www.naro.affrc.go.jp/org/niah/disease fact/t05.html

(2024 - 1 ARFR)
WOAH Terrestrial Animal Health Code Chapter 11.9. (2024 4 1 H Ff &)
WOAH Lumpy skin disease technical disease card (2024 4 1 H )
SAFETY DOCUMENTATION(A,B) (3EAZ)
Complete Genome Sequences of the Neethling-Like Lumpy Skin Disease

Virus Strains Obtained Directly from Three Commercial Live Attenuated
Vaccines, Mathijs et al 2016

WOAH Manual of Diagnostic Tests and Vaccines for Terrestrial Animals
Chapter 3.4.12. (2024 4 1 HF¢)

SAFETY DOCUMENTATION 3.B-Annex7 (FE/AZFR)

SAFETY DOCUMENTATION 3.B-Annex8 Complete Genome Sequence of a
Lumpy Skin Disease Virus Strain Isolated from the Skin of a Vaccinated
Animal, Lojkié et al 2018

BEZEZBE BT 7 F 0 ORMF O MEFEEFE R S5
4211 A 16 A BUE

SAFETY DOCUMENTATION 3.B-Annex1 (FE/AZF)

SAFETY DOCUMENTATION 3.B-Annex3 (FE/AZF)

SAFETY DOCUMENTATION 3.B-Annex4 (FE/AZF)

SAFETY DOCUMENTATION 3.B-Annex2 Comparative Evaluation of
Lumpy Skin Disease Virus-Based Live Attenuated Vaccines, Haegeman et
al., 2021

SAFETY DOCUMENTATION 3.B-Annex5 (FE/AZFR)

SAFETY DOCUMENTATION 3.B-Annex6 (FE/AZFR)

SAFETY DOCUMENTATION(C) (3EAFR)

SAFETY DOCUMENTATION 3.C-Annex1 (FE/AZR)

SAFETY DOCUMENTATION 3.C-Annex3 (FE/AZFR)

SAFETY DOCUMENTATION 3.C-Annex4 EFSA 2017 European Food and
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