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B 1. Brief Introduction

JinYuBaoling Bio-pharmaceutical Co., Ltd is a high-tech animal biological products company and wholly-owned subsid-
iaries of JinYu Bio-technology Co., Ltd which focus on R&D, manufactory and marketing, which also one of the authorized
FMD vaccine manufactory by the ministry of agriculture of the P.R.C. We lead our way by holding the spirit of “Responsi-
bility, Innovation, Value”, we set our mission as “to protect the health of animal and to guard the health of human being’,
we research and develop by insisting the idea “marketization and internationalization”. We are the largest manufactory
of FMD inactivated vaccine in China which leads Chinese veterinary vaccine industry.

Optimal technology and excellent quality are the eternal goal of our company. Now, we will summarize our existing
technical advantages and product features below.

1.1. Technology innovation and development advantage

1.1.1. We are the leader in veterinary biological products industry by using suspension culture technology for FMD
vaccine production. (Patent No. ZL200920266032.0). We have the largest FMD suspension culture production line in
Asia. The maximum volume of the bio-reactor is 5000L, the capability of antigen production is 10-12 billion microgram

per year.
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We developed and applied the unique technology “multistep antigen concentration and purification” (Patent
No0.ZL200910092433.3). The antigen can be concentrated 800-1000 times and the removal rate of non-antigen
protein is above 98%, which provide technology insurance for vaccine safety.

We developed and applied the detecting technology of FMD whole virus particle (146s) (Patent No.ZL200910092779.3).
The technology could help us monitoring the effective antigen content of semi-finished product and final product
during the production. Furthermore the technology is also used to monitor the antigen content of final production

during its shelf life. This in-process antigen content test guarantees the homogeneity, stability and high efficiency of the
products.
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We are the first enterprise that introduce and apply the technologies such as endotoxin content test, total protein
content test, granularity analysis, demulsification of oil-emulsified vaccine, et al. These technologies could monitor the
quality of the FMD vaccine during production. Some of our technologies have been listed in the

<regulations> and the <quality standard> by the ministry of agricultural of the P.R.C (Notification No.:2078), and been
set up to be the “national standards”.

1.1.2. Our FMD inactivated vaccine GMP workshop was certificated by the ministry of agricultural of the P.R.C in 2002.
By now, there are 2 FMD inactivated vaccine workshops, 5 production lines owned by JinYuBaoLing Bio-pharmaceutical
Co., Ltd. The capability of FMD inactivated vaccine production is more than 1.5 billion ml per year.
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1.1.3. We have the negative pressure animal laboratories with the largest scale and highest intelligence degree of China,
which could conduct the experiments of class | pathogenic organism such as FMDV and the challenge experiments of
large animals such as cattle, sheep and swine. Our company has undertaken the significant research and test projects
on new product development, overall quality inspection organized and launched by China Animal Disease Control Center
and China Veterinary Drug Control Institute.

1.1.4. We establish the unique national-level engineering veterinary vaccine laboratory of China that provides a reliable
platform for product development and widely co-operation. So far, our national engineering laboratory has got 5 new
drug certificates and 19 national patents for invention. We have taken part in setting 2 national standards and got
multiple awards.
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1.1.5. We are the unigue domestic enterprise whose FMD vaccine passes the OIE reference laboratory quality test

and reaches the international standard.

Our company attaches great importance to international communication and corporation. We establish cooperative

relationship with Kansas State University, Pirbright Laboratory of England, National University of Singapore, Lanzhou
veterinarian institution division of CAAS(Chinese Academy of Agricultural Sciences), and institute of process

engineering, Chinese Academy of science etc.

” INSTITUTE FDR ANIMAL HEALTH
Drecuy. Prolosce P-P Pasner, DVM, D
st Etcmey FIRIIOGHT LABORATORY
D DK Msckay BVetVag, M52, PRI, MRCYS A I, Pichright
Surrey GUM ONF
Seoresry.
A5 Gties, BALACA Tel: Wonplesden 11480 2041
Fax: 40 233N
Bétpe! v, e, uk
Marsh 18°, 004 ]
Tot  Bad Clhumled,
Inner Momgola Bio-Phusmaceuticas Faciry,
Esdon Weat Street,
Hikh! Chy,,
Tncer Mongobia,
PR. Chim
TO WHON IT MAY CONCERN
e FMD lnnet Mimgolia Bio-9t Facmry, Baxh 430402, 0
Pan Asia serotype 10 Mmias hallenge
The e {0 Pan Asan ) KM} h 424002 wark e e e

that firectad s Fapepeas Prsnmacupacts, Thrss gowes of ve aninals were viccirand with 2l
{orbake donc, 05 (114 dose) s 0.1 2501 {1116 dowe of e vaccire. Twmuty o days post
accisstion, all fifteen canle and pen contml asvaccingied cows weee chalbaged wifh 100,000
TCID o0 Wi FMID vis Al mmhmwmdiwamwuww T tw

ing aieshers of
sacciamed anszh were otz ollowing caliage

W1 vaciesion grop 15 protectad

[press—— 8 provsed

1114 vaccinatios group 448 protocted

The powacy of the vaccine haic 4104002 (upwing O Misins chiallenge
s detersined o be 806 PDhw and therefore pascs the moeemascs level of = ) PDw

Comfrstion of e rewch, Iemperatares and sesulogieal daa e exchosed.

/
D, V. Bamest (f e
Mustaget of the limematioral FMED Vaccine Baak #"R"“

‘
MIC. G Sehenbrcher for a4
Quakified Person, (niertationsl FMD Yaceine Rank W

i S R T e AT T

L " " T e
Compon, Bt Newbery At Pt O

B B TN me‘" m"““h
b 05 TR . ) T

S ST s 0 TR bt mll»’sm

: hg‘ﬁiigﬂr ﬂ;‘lﬂﬁ&! % 4204002 M

0 1 Y e UM 86 2

2119E. 10.&-! SR, § o"m“
e S
'%w""‘“% by

Drﬂg.ﬂlll
m, Hﬁﬂm E%}
AR R R R

=] l! lgO!EJ_l
3
B -n.whoruhmch'
bS] Eﬂia o!n

Der.lwmm am,schermbrucker
: ha'ﬂpmﬂmmmm
07R13/2004

08/03/2004
10/03/2004
12/03/2004

(SR HR\ERR RN LN LR ERELOERSE2, 3. )

05

o
=
(9]
e
=)
—-
=
o
(o}
=
(2]
=t
o
>




=
o
—
()
=
o
o
=
-
=
“—
(]
=
o

06

1.2. Products categories and characteristic

1.2.1. Products categories

There are three licensed FMD inactivated vaccines with high antigen content and high purity, which could be used for
emergency vaccination and high-intensive vaccination. These three vaccines are as follows.

1.2.1.1 Foot-and-Mouth Disease Serotype O, Asia 1 and A Trivalent Inactivated Vaccine (strain O/MYA98/BY/2010 + strain
Asia 1//SL/ZK/06 + strain Re-A/WH/09), License Number: SHOU YAO SHENG ZI(2013) 05015719

1.2.1.2. Foot-and-Mouth Disease Serotype O and Asia 1 Bivalent Inactivated Vaccine (Strain OJMS + Strain JSL), License
Number: SHOU YAO SHENG ZI (2014) 050157053

1.2.1.3. Swine Foot-and-Mouth Disease O type inactivated vaccine (Strain O/Mya98/xJ/2010+Strain O/GX/09-7), License
Number: SHOU YAO SHENG ZI (2014) 050151093
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1.2.2. Advantages of Products

1.2.2.1. Our FMD vaccine strains highly matched with the prevalent strains that could provide good cross protection. FMD
type O strains include: strain O/MYA98/BY/2010 (south-east Asia topotype), strain O/GX/09-7 (Cathay topotype) and strain
O/JMS/2000(Pan-Asia topotype). Type A is the strain Re-A/WH/09 (Asia topotype SEA-97 lineage, G2 clade). Serotype Asial is
the strain Asia 1/JSL/ZK/06 (belonging to G-V).

1.2.2.2. Our FMD vaccine has high antigen loading capability (20-35pg/dose) that provides good immune efficacy and long
immunity duration.

1.2.2.3. Our FMD vaccine has high safety for its low content of the non-antigen protein (<200pg/dose) and endotoxin (<
TEU/dose).

1.2.2.4. The non-structure protein (3ABC) has been removed. Therefore, our FMD vaccine could be used as the marker to

differentiate natural infection.

1.2.2.5. We monitor the productive process whole time and take quantitative determination of key technical index in order
to guarantee the product quality stabilized and homogeneous

1.2.2.6. Our vaccine has good effect of application and high reputation in the market.From 2011, our efficient and pure FMD
vaccine was widely used in large scaled breeding enterprise. Below companies as listed are all adopt to use our vaccine to
do high-intensive vaccination (Guangdong Wenshi Group Company, Zhengda Group Company, Zhongliang Group Company,
Henan Muyuan Group Company, Jinluo Group Company(swine farming enterprise), Xiandai Group Company, Yili Group
Company, Shandong Aoya Group Company, Liaoning Huishan Group Company, Fonterra Co-operative Group of Singapore(-
cattle farming enterprise)), our vaccine effectively help them to prevent the spreading of FMD and realize the goal of “FMD
free with vaccination in some areas”, we are proud of the acceptation and well reputation from our clients.



1.3. Advantages of production process and technology

1.3.1. Upstream Process
1.3.1.1. The BHK21 cell lines were imported form UK ECACC and USA ATCC and used in the vaccine production.

1.3.1.2. FMD antigen is produced by BHK21 cells using suspension culture technology.

1.3.2. Downtream Process

1.3.2.1. Alfa Laval centrifuge, GE hollow fiber ultra-filtration concentration system and GE chromatography unit are used in
our unique technology “multistep FMD antigen concentration and purification CTF system”. The technology could remove
non-antigen protein effectively and improve the concentration (1000 times concentrate) and purification of the antigen.

1.3.2.2. We optimized our inactivation method by referring to the method recommended by OIE, and we guaranteed the
safety of the vaccine with lower antigen loss during inactivation.

1.3.3. Emulsification technology

1.3.3.1. Adjuvant Montanide ISA206 supplied by SEPPIC (Franch) was used in vaccine emulsification which could reduce host
local reaction and side effect

1.3.3.2. With the optimizing of the technology, our emulsified vaccine has high salability and uniform granularity.

1.4. Vaccine Potency and immune procedure
1.4.1. Vaccine Potency
1.4.1.1. High antigen pay-load: The load 146S of all serotypes (Type O, Type A) is more than 10ug per dose.

1.4.1.2. High potency: The PD50 of the vaccine for every serotype is more than 50 per dose.
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1.4.1.3. SDS— PAGE test: Showed up with a clear band

1.4.1.4. Our vaccine could induce host immune response rapidly :
The innate immune response could be induced within 4-7 days for emergency immunization. The humoral immune
response could be induced within 10-14 days.

1.4.1.5. The antibody titer is high and stable after vaccination, the immune duration could last for 5.5-6 months.
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1.4.2. Immune procedure

The high potency purified vaccine is strongly recommended to be used for large-scale farm (swine, cow and cattle).

1.42.1.Pig

A. Piglets with high maternal antibody: In order to avoid the interference of maternal antibody, the primary vaccination
could be done in 60-70 days after birth. The second vaccination should be done in 4 weeks or 30 days after primary
vaccination. The boost vaccination should be done every 4-6 months after the second vaccination. (The time of boost
vaccination depends on antibody titer of piglets)

B. Piglets with low maternal antibody: The primary vaccination could be done in 35-40 days after birth. The second
vaccination should be done in 4 weeks or 30 days after primary vaccination. The boost vaccination should be done every 4-6
months after the second vaccination. (The time of boost vaccination depends on antibody titer of piglets)

C. Multi-vaccinated pig herd (boars, multiparity sows and replacement gilts): The vaccination should be done every 4-6
months. The time of the vaccination could be adjusted based on the antibody titer of pigs and the epidemic situation.

1.4.2.2. Cow and Cattle

A. Calves with high maternal antibody: the primary vaccination could be done in 60-90 days after birth. The second
vaccination should be done in 3~4 weeks after primary vaccination. The boost vaccination should be done every 6 months
after the second vaccination. (The time of boost vaccination depends on antibody titer of calves)

B. Calves with low maternal antibody: the primary vaccination could be done in 35-40 days after birth. The second vaccina-
tion should be done in 3~4 weeks after primary vaccination. The boost vaccination should be done every 4~6 months after
the second vaccination. (The time of boost vaccination depends on antibody titer of calves)

C. Multi-vaccinated cattle herd: The vaccination should be done every 6 months.
The time of the vaccination could be adjusted based on the antibody titer of cattle and the epidemic situation.

1.4.3. Antibody monitoring

1.4.3.1. LPB-ELISA is used to detect antibody titer.

1.4.3.2. The recommended standard of antibody titer for large-scale farm:The blood sample should be collected in 60-70
days after the second vaccination (If it is possible, two more antibody detection tests can be carried out in 28 days after
primary vaccination and 45 days after the second vaccination). 75-80% samples with antibody titer (=1 : 128) are considered
to be qualified.




B 2. Qualification Documents
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2.3. Copy of Veterinary Drug Manufacturing License
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Foot-and-Mouth Disease 0 Type, Asia 1 Type, AType Trivalent Inactivated
Vaccine Instruction Book

(O/MYA98/BY/2010 Pcs.+Asia 1/JSL/ZK/06 +Re-A/WH/09) (Veterinary over-the-counter drugs)

[Veterinary Name]

General name: Foot and Mouth Disease Trivalent Vaccine, Inactivated (Strain O/MYA98/BY/2010

+ Strain Asia 1/JSL/ZK/06 + Strain Re-A/WH/09) Trade name: none

English name: Foot and Mouth Disease Trivalent Vaccine, Inactivated (Strain O/MYA98/BY/2010

+ Strain Asia 1/JSL/ZK/06 + Strain Re-A/WH/09)

Chinese phonetic: Koutiyi O Xing Yazhou Yi Xing A Xing Sanjia Miehuoyimiao (O/MYA98/BY2010zhu + Asia 1/
JSL/ZK/06zhu-A/WH/09zhu)

[Main components and content]

contain inactivated foot and mouth O type Strain O/MYA98/BY/2010, Asia 1 type Strain Asia 1/JSL/ZK/06 and A
type Strain Re-A/WH/09, every Tml vaccine shall contain the total 146S of O type, Asia 1 type and A type not
less than 1.0ug, and the virus content of every 0.2ml virus solution are respectively >107.5LD10, 107.0LD10,
107.0LD10 for O type, Asia 1 type and A type or virus content in virus solution of O type, Asia 1 type and A type
are respectively >102.5TCID50, 102.0TCID50 and 102.5TCID50.

[Character]
Milk white lactescence with slight glutinousness.

[Function and Purpose]
be used for preventing for cow, sheet O type, Asia 1 type and A type foot and mouth disease. Immunity period
is 6 months.

[Usage and Dosagel]
Intramuscular injection. 1ml for per cow, 0.5ml per sheet.

[Adverse reactions]

(1) Normal reaction, minds and orexis of the injected animal are normal, there are no evident changes for the
injected parts, and the emulsion is normal, excessive rise just for body temperature, and which can be
recovered within 1 day, and there are no other visual clinical sign changes.

(2) general adverse reactions local injected part produces slight swelling, and body temperature rise continuou
sly by 0.5~1°C, reducing food or stopping food for 1~2 meals for individual animal, excessive reduction of the
emulsion amount will take place for the dairy cows, with the elongation of the time, symptom can be relieved
and disappear.

(3) Serious adverse reaction. Due to difference of breeds and individuals, individual cow may produce acute
anaphylactic reaction resulted from the allergen, such as pins and needles, accelerated breathing, muscle
chattering, visual mucosa congestion, rumen flatulence, nose bleeds, etc., even may be dead due to salvage not
in time; minority pregnant cows may has abortion.

[Maters Needing Attention]

(1) The vaccine shall be refrigerated transportation under 2~8C, and

shall not be frozen, and shall be shipped to the place for use. Exposure to the direct sunlight is forbidden in the
process of transportation and use.



(2) The vaccine shall be checked carefully before use. If there are other foreign matters containing in the
vaccines, and there are cracks for the bottle body or loose sealing, breaking of emulsion and deterioration, the
vaccine cannot be used. The vaccine shall be restored to room temperature and shall be shaken well before
use. And the vaccine shall be used up after opening the bottle.

(3) The vaccines are only used to inoculate healthy cows. The vaccines shall be used with cautions for ill
animals, thin and weak animals, dams during late pregnancy and young stocks before weaning.

(4) The operating procedures shall be followed strictly. The injection equipment and the injected parts shall be
strictly disinfected, syringe needles shall be replaced one time for each cow. The persons once contacted the ill
animals can involve in the vaccine injection after replacement of clothes, hats and shoes as well as necessary
disinfection.

(5) The vaccines can be used for cows in safe areas, threatened areas and epidemic areas. The vaccines shall
be injected from the safe area to the threatened area, and then the threatened droves in the epidemic area
shall be injected. Small test shall be conducted before use in large doses, and the range of application shall be
expanded gradually after confirmation of safety.

(6) In non-epizootie area, the animals can be moved or transported after 21 days of injection of the vaccines.

(7) In emergency epidemic prevention, in addition to using the products for emergency inoculation, other
comprehensive controlling measures shall be taken at the same time.

(8) When individual cow shows a sign of serious allergic reaction, epinephrine and other drugs shall be used in
time for first aid, meanwhile suitable assistant treatment methods shall be used.

(9) The vaccine bottles, equipment after being used and the vaccines not used up shall be carried out disinfec-
tion treatment.
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[Specification]
(1) 20ml/bottle (2) 50ml/bottle (3) 100ml/bottle (4) 250ml/bottle

[Package]
(1) 20ml/bottle x 100 bottles/box (2) 50ml/bottle x 100 bottles/box
(3) 100ml/bottle x 50 bottles/box (4) 250ml/bottle x 50 bottles/box

[Storage and Period of Validity]
store under 2~8C, and the period of validity is 12 months. [Approval Number] SYSZ [2013] 050157519

[Manufacturing Enterprise]

Jinyubaoling Bio-pharmaceutical Co., Ltd

Manufacturer: Jinyu Baoling Bio-pharmaceutical Co., Ltd

Address: No.58, Ordos West Street, Hohhot City, Inner Mongolia, P.R. China Tel: 0471-3683492
(ordering goods)

Website: http://www.jinyubaoling.com.cn Zip code: 010030

Fax: 0471-3965125

0471-3683484 (after sale)

Mailbox: xxzx@jinyuballing.com.cn
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2.7. Documentary Evidence for Designated Manufacturing Enterprise

Provided by Ministry of Agriculture

3

74

& Mk # B B R

AEEEE 20083402 5

XTHAREES I WEADNEFED
EEgLETHAEN

£4. BRE. EWTASURRTERLSE (R4 B
FiB, &) FEEFERRANER:
ANELEERHWERANIRFRNIN. ARL
RI®AE, oREPrHEREHEEMNE I RERINA
MESLFEEL R (LS . RPERED.

M EALGENEEL~S4EF

£

WV WOCET LINE e

el

| . FA#

PR A R
BHRAAS

V2222272222222 4272/




b OFEo] &

A
—

(_ﬁ“nYUBa .
oling HIO|2 X
|2k @JinYu HI0|27|20] 10

0% X2oz

2OR A7/

Brief Introduction

ou 3t
= W a
%o HJ _l_m Q0
s = o
= < 7 El OF U oqu Jo 40 -
Ko AT = ilg = ol od Al
~ JlI o% = =5 = =0 KH =
SE o g @ ~ o O RN = 20 1 =
< = 5 = ~ > o ™ REl < 5o !
wym g T ~ S = o = < ko 5 gl Bz i
0 o o = fof M e o IR NG £l 237 <o W m_/_n oF » =
wrow W of Bl %o ) QKo RO ) i $wﬁoM @ o __ﬂ.mun o
gy F BN N N & o 0 ol W oth W e a AU
0 &1 T ur = o >~ =~ T rk T S K o 0| = ol
gtz - 2 3 2 AN s ol o o = = O 7T
¥ o = on s N h o ar it o o3 r ol
I 2 ¥ o2 N 3 o RU © o 1N TR K 2 ol ol o
ol = < 5 o 2 o by ol 0l 3 N K T = 80 =
muwmw 2 = g RO Wo_u_.ﬁ I+ = Qxa.r N M._.,A_. )
= = © AW = = H S ol or w3 S < o |_E Ex T -] 11
=K o aa] 23 2 N = L < ol Z o o o A= S =
_.AlA_ o' 1o VU| 5 m =) R % IK4 Ho = = =0 oy S = c 5
2o = B S NI w 0 =w e 53 =mE R
3 81 Ko = Wz < & o o o op Ko = TR B T = il
2o 2 o S s wm B G = z L 2 N g
= : ) U o] I do Bl = i = omo noo 2
Br H ) = ol - o i 10 = < 4 A= > 23 ol
& ] =) o e s z ~ Ik N Qi <k <4 c < b
=9 & W DY WIE o o sy Foa wmd WS o
7 & 2 o = e N Ko T 3 <Tu WA o 8 =
__b._ A_H_ ~ K EE — = .A_u (=) mv.l._ { ) ol o J =TT _._._o o o__._._ o L
| 3 Ho i 20 — g of 3 o W LT LI
-2 R = 2 T = B ot & BN o 2 oo AT T .2 ol
PR ol o7 1o 285 4z OF ar © T o Hl o ok N3 4
b + T o= dP o+ o2 o s R Ho Ko = o2 N
s fou uAu_.._ ok Im mu_o S 03 1o o __m.w_ﬁ r0 ar mmﬂ . Ko 8 o3 o u_m“_ & ol 1 g H
T —y 0 < 10 = T o- 2 o 5
w_w - n__“ N w D o= oo wl_ﬁ=.__ 3 o W Ml_._ ) ﬂ. Vi K m.__ﬁ a0 o Am_w = <H
wom 20 to & TR 5 ol — 8 g5 B2 =)
MroBu T ~ oo N oo 0 = o0 T2 o ol 2K o rt = A ERREE 0
‘ ~oE = W o 5 W o T RO R o 31 ol = n oD i
Ko 8r sr or U ﬂ ol _uo.n o ) X0 < OF o B %o nl0 ofu B0 o = " o m_wovl 2 . iod
= o = B ar B 3 3% IS g By Jy oW o w s s = o
=T &l o| o % 0 ol &0 ou o v i p of 3 a = - o I oF
o WR w10 oS T g g R K o HEw ot W0 0 0 W > o0
3 LT n s o : o = T &K = X U RD Z0 ol F g o i
0 Lo A w0 M ¥ S S moE g a U o K o3
WD oy o & B Eog niy 25 woE om0 83 <
Wom e o oF 3 i N O ﬂu__ao_ I S = o= = w B S ueo_.A__o S
= = ar 2 o1 = of [0 wo <0 T KH m o] o0 ohu = ok Ry o0 3 K 5
o % RO o ™ o 5% Zo 100 m_ﬁ oy oF 5o M o & 51 o S g o RO < ﬂm o iy %
TRz S o O i T W o = T 0 w o WS ar oL o %Wm% =
gz = = I W &= Iy Tal T2 <+ ol Bl R ~N o oon
o NN = . =3 M =< s S = K o m ar & =Rl Ko
w o = A K = o G "o o 20 R R S W m N WE S YR @ i
Wo oy Fh - 23 m ZEI s iS5 SER o o 2T o
0O Ko ey 2 oo = QT oo& o =0 = K o A 2 o nE o0 F E
w W 25 T m o IE < i e el s £ o o M S =
woeod R AN o = z = =~ = = Ko = © — R 4T aK
T o F g o 8 R 235 T ozoT = 35 o = IR o
W o o g o ~ o ST S ol KO 4 SEE TR X 4 I TS s M Ko
= 2 oF or g s A ol T < RO g < om M o %0 S o or = ol S noa o Al
T = & o= s & oo A LW o o 84 < oz oox o= U o
oo c K = m o K g3 Do = = = %aai - = @ X o =
Koo = < - 8 K o % o I ]n_._uoﬁ m ||_::| Mx)m Ur_oauA._ =0 ~
€~ T 8w K3 o X0 = Mo g X ~ L& = € B 2 oo x =)
= -3¢ A T2u e g0 =0 o B o= B a2 gu e ufr e
= N A Ew: Z 02 R XS Kz = Tl o o D T U =K
100 T < KO = 3 T = 1o h RS S ol H ol o i
o R0 IH Ml_ @ = NS = L_”_.r_._._._ Ko = =) |m, 3l ~ ._mo Z-h ~
H = B0 A @ ™ F:d ol < I_%I M._H_ T ~ <0 P _.._-._ ol
-2 2B - S ) i o o O
— & W — = K - <4 o 3 =
ol COTHE ol | <
— Ko B = ~N - D
o o F
-

15

7t JqELIC



c
8
=
(S
=)
el
o
2
=
c
N
(]
=
o

1.2.1.1. RS 37k 222 HA(0, Asial, AZ) (O/MYA98/BY/2010 + Asia 1/JSL/ZK/06 + Re-A/WH/09) 517t &: SHOU
YAO SHENG ZI (2013) 05015719

1.2.1.2. M9 27} =t #A(0, Asial@d) (OJMS + JSL) 517kHS: SHOU YAO SHENG ZI (2014) 050157053

1.2.1.3. 7MY =HX| 22st #AI(0F) (0/Mya98/X)/2010+ O/GX/09-7) &17HHS: SHOU YAO SHENG ZI(2014) 050151093
1.2.2 ME2 HE

1.2.2.1 THS WY #x52 EHEO| 52 o0 LAlol| W2 =2 &0 WAt Es 51# JHAL Qs YL F RS 0”2

O/MYA98/BY/2010 (SEHOAOF XIFH), 0O/GX/09-7 (E= XIFH), O/JMS/2000(HOFA|OF X[HHH)0] UZLICE 7MY AR
Re-A/WH/09 (OtA|OF X[ SEA-97 HE, G2 AEx)7t UELICE AsialdE Asia 1/JSL/ZK/O6 (G-Voll &) UL,

1.2.2.2 7R HA2 =2 ehel &12H20-35pg/&F)E 7IX|1L UY| W20 @8t B F51t 71 B RX| 7|22 74X| 1L AFUCH
1.2.2.3 7MY Y2 2 Hige HUE o (200pg/82 0loh) I LHSY (<1EU/dose) 22 Qlall =2 AHg0| 2ggUnt

1.2.2.4 FHS HUO M= H] 712 HEEGBABOO| MAZUZ| M0l X 24 AlES 215 HRXIANOIAH)E 0182 & UEUIC

Ql
=

1.2.2.5 A= HiEel & 2Agst
AgUL.
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1.2.2.6 @ JinYuBaoLing HIO|2 H[ofe| #iM2 =2 §52 = Qlo| AU R45t /IS 10 A& LICH ESH 201 1THEH U
= AFE 7101 2] 0|21 JAELIEE Guangdong Wenshi Group Company, Zhengda Group Company, Zhongliang
Group Company, Henan Muyuan Group Company, Jinluo Group Company(=iX| At 7|21), Xiandai Group Company, Yili
Group Company, Shandong Aoya Group Company, Liaoning Huishan Group Company, Fonterra Co-operative Group of
Singapore(&: AIS 7|20 0IA CHt 2 B0 OIS =THA M SHik ool YRSt UM Y2 XFoM = “FES 0188 A<
EX2te S HE E4otL ASLCH & JinYuBaoling HIO|2 Xof2 DZHS20| 21I-HES Salf A2 FH0| ArRelS 7HK] 12 A& LT

13. M3 4 SE A 782 2+8

1.3.1 M 33 (Upstream Process)

0;

1.3.1.1 @@= ECACCE} O] ATCCERH BHK21 MEFE ~Jah Bl AAtol 0851 QLELICH

1.3.1.2 7HY 2 2R HYHS 0180 BHK 21 MIZL0j| ol MAHELICt

1.3.2 & ZH (Downstream Process)

1.3.2.1 @ JinYuBaoLing HI0|2 X2 11R0| “CHHA 7MY & == 2 FXH| CTF A|AR"2 Alfa Laval &&&2], GE hollow &R
ZOI 5= AAH, GE AR0IETHI] HX|E O[S ELICE 0] 7[&& T¢ 0129 HHiEg SMHOZ Mg 4 20 3

SE(100080)2t =5 A HMAIZLICE

1.3.2.2 OIE7} PEols HHS FXol = HS 1M H HE S &fH &40 2asz #ilo| oPgs E-gUL

133 fat7&

1.3.3.1 SEPPIC(ZZA) 7t S5ote SHEE LML Montanide ISA 2068 0|86l HiAlS RSA7|0 Ol= 532 A4 HIS 2 2AES

oA = AgUHHL

1.3.3.2 Rl 7|& ZH=tE Sof #ilo 52 72y 3 DS Yrds IS



1.41.1 52 o g2 25 20, AR 1465 Y2 10pg/E 014 YLICE

1412 22 85 ZE SFA0IM HalQ| PD502 50/82 Ol LIt

1.4.1.3 SDS-PAGE &At

1.4.1.4 @ JinYuBaoling HIO|2 29| B2 M&ot HY HSS RS 4 ASHLL S5 BB 4-7 O|L0] M3 HA #SS
RS 4 UOH MM HA B2 10-14Y O|LHO K= 4= AFLICH

1.4.1.5 & 20| &R 7P 10 QPEAYUL. B RX] 7|2t2 5.5-6/0 2] A& E 4= A&

1.4.2 A =it

@ JinYuBaoling BI0|2 X2f2] 1 &5 HA| #il2 i SH(HK], Ha, 2)0AM2] 0]Z0] HEFHLIL

1.4.2.1 BX]

A 2R O S| 4=Z0] =2 M7| =X 2A A9 Z2HdS ok | 2loh, 17 B2 8= 60-70L0 O|F0{E 4 ASULE 2%t HE2 1
A HE = 43-30L0f O|FO{MOF RLLE OIxt HE 20 = 4-6718 A2 = RX| HE0| 0|F0{MOF RLICH (FA ES AIE2 A7

EiX|] A 710l et ZF L)

B. &A| O] &t £=Z=0] 2 AW7| £HA|: 1 HE2 4= 35-40L0 0|F0E = AU . 22X HE2 1A BS = 453-3020
0|01 MOF BILICY. O|X HE 20= 4-6712E 222 QA FE0| 0|R0{MOF BfLICH (A HE A2 A7l HiX|2] S| 7tof o2t
Z2FEunt)
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C. UEHES =X Z(EXl, dit BE, SEE): HE 422 X2 x| 27t A et Hghs BEHOZ 4-6702 He WM ZHE =
AFULH

1.4.2.2 QA
SR O Al =Z0] =2 SO0tX[: 1XF HE2 4= 60-90L0 O|FHE == USF UL, 2X BE2 14+ BE = 35-450{ 0|F0{X0¢
UL OIxt BE =0l 6718 A= A HE0| 0|F0{MOF UL (FX] ’é% AIEE2 S0X|e] H7tol| mat ZF-ELT)

B. 24| O X +&0] 2 SOHA|: 13 HE2 W= 35-4020 O|FOE 4 AFULL 2%t HE2 1x HE = 35-4501 0|F0{M0¢f

LT 0IRt BE 20 = 4-67HE A RX| FEO0| 0|F0{M0F BILITH (RA] BE AFS S0tXI12 7tof w2t ZHEU )

1.4.3 x| ZLEHE
1.4.3.1 LPB-ELISA7} x| 7t AE0f 0|SE UL,

1432 U2 SEOIA B ool Basls Tl Bl 4B
A 212 HAIE 2
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THS 371 25} HA(O, A, Asiald) HE MHA

(O/MYA98/BY/2010 Pcs.+Asia 1/J)SL/ZK/06 +Re-A/WH/09) (=2t 2|2f|F)

[4osta]
Ut XS =225E 371 eiAl (O/MYA98/BY/2010 + Asia 1/JSL/ZK/06 + Re-A/WH/09)
HZE: Q3
A 0{H: Foot and Mouth Disease Trivalent Vaccine, Inactivated (Strain O/MYA98/BY/2010 + Strain Asia 1/)SL/ZK/06

+ Strain Re-A/WH/09)
=0 E3: Koutiyi O Xing Yazhou Yi Xing A Xing Sanjia Miehuoyimiao (O/MYA98/BY2010zhu + Asia 1/
JSL/ZK/06zhu-A/WH/09zhu)

Y2 B

e,
—

(=2
TR 285t 0 0/MYA98/BY/2010, Asia 18 Asia 1/JSL/ZK/06, AE 23 Re-A/WH/092] #41 TmLOjl= 146SE 1.0

ug O/t 7HX| QL0{0F 30 0.2mLS] HIO|2{A 89 L HI0|2A 0| %S O, Asia 13, AZOl THaHAT 242 10.7.5LD10 0|4
10.7.0LD10 0|4, 10.7.0LD10 0[40|0{0F G{7Lt = HO[2{A 20| Zk24 10.2.5TCID50 014, 10.2.5TCID50 04
10.2.5TCID50 0]<0[0{0F BHL}.
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UR|ZE 1L O[LHO Ar2tX|D THE YeX P2t Habt 2 X| b=t

(2) Lk Rofj BES: T4 FAHEZO| 27| 27| 2 22| 0.5-1°C 45, HO| HF Q| 2 Fi= 1-2U7H0 BH, HA0M=
FEHO =T A4 AF 7|7F 20| SH0| 24 E= s E 4 QUL

(3) 55 Rl HS: B& L /HA|2 XH0|=2 QI JHE A0ME B, FAHES SO ek L 27[HS o2 Q1% F4 OfHEtA B,
25 4 S, 25 G, gY 2, U 7tA F, 20| S0| HEE k2 U2 H7|9f ZX|7F GIHHEH AFOI7HX] 0|18 5=
ULt Y S 20| Sa0ME HEI/H Y 2 UCH

(1) Hil2 SEX| 22 YE= 2-8°COoIM &F 2| 0{0f 2Tt 2E0 AL IPH0|A ZARMO)| THet ==2 T/3HOF Bttt

(2) 82 AL 0 S| HILEIO0F BTk, SA1 Lio) 1270|401 UL o] FY, Tm|o| 2719, 02| T, o]
PSS W2 AR 4 Ol WAIS MRO2 MSAZI 3, H ES0IFD A BITH M2 1 S0 ATIGHOI0} B}



HotH £=E oH0F 5HB{ ALY | HhS2 ZHAIOH
=S

2 7171 SO2H HA HB0| FOIE &

st X[SHOlA 20174 0182 4= ACE. A2 O XHOM HA HSE 20 2= XS0

|2 Lio] i3 HE| SE S0l A= 0{0F 30}, i+ BE Hoj| A2 HES al{of 5H 24 &fel
(6) THIHO0| LS| U2 XHOIM HE S22/ 0|52 FAILZLE] 21 014 Fut S0f| 7455t
(7) S5 et YoM E S5 BEE MZ2| 018 0|2/0]= SAI0| THE Z2X SH| XSS FsH0F

(8) 7 A7t 559 A2|27| g HFE BItH S5 ZXIZM epinephrine & 7|Et oF2-S X7[0fl 0|&5HHAM X &G

4]
(1) 20ml/"¥ (2) 50ml/"¥ (3) 100ml/&  (4) 250ml/&

(23]
(1) 20ml/ x 100 &/&AH (2) 50ml/E x 100 H/&A (3) 100ml/E x 500 H/ At (4) 250ml/H x 50 /<At

[E2 X R 712

2-8COIM B8, RF 712k 12702
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SYSZ[2013] 050157519

[®= 71¢]

@) Jinyubaoling HIO|2 X|2k

2 AH ]3] SHOfAZE O] 85HYAIL

HIZXF: @ Jinyu Baoling HHO|2 &|2F

Z=4: No.58, Ordos West Street, Hohhot City, Inner Mongolia, P.R. China
Tel: 0471-3683492 (&)

0471-3683484 (O =)

ZH0|X|: http://www.jinyubaoling.com.cn

SHHS: 010030

Fax: 0471-3965125

Mailbox: xxzx@jinyuballing.com.cn
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4 RESPECTBIO EFEMRMBIAERAE

RESPECT ALL LIFE JINYU BIO-TECHNOLOGY CO., LTD.

RESPECTBIO Co., Ltd.

JinYu Baoling Biopharmaceutical Co., Ltd.
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