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1. &
Summary
1.1 SRERE MRS
Structural composition and application advantages
BETERMAAE. VLB, FIA RS, EFRS. BHRS. BHERSG. EERS.
W RGN G R S .
The equipment main consists of chamber, condenser, refrigeration system, vacuum
system, heat transfer system, hydraulic system, Aerify system, electrical system and
control systems..
- KRIREE S e B LR M ) e R
The integrity of the long-term retention of biological and chemical product
structure and activity;
- ZHFBEHECETIE, AtE A 5 mmEE;
Automatic customization lyophilization process, humane touch screen interface
operation;
- TLE#E$f%E, B4 GAMPS, 2ICFR Partll #XK;
Process control is stable ,in line with the requirements of GAMPS5,21CFR Part11
1.2 RETESH
The equipment’ s main technique parameter
e WA SRR
SN Content Parameters description
L | B — 1
Machine structure Union
. £] 1815*900*1900 ( LLi RHED
BERSE KR 9 i SR B TR
2 . . #) 1815*900*1900mm ( Detailed equipment size
Equipment size(L*W*H) ; .
according to the layout drawing)
ByLEE
3 2 1.
Weight of unit LBt
" kiR & ®16mm: 2150
Vials capacity ®22mm: 1150
‘/\ /‘v”: 3 ( 15 )
5 gti*‘iﬁi mii;%‘{a%for freeze BA ket
ALY : 8kg/batch (Max)

drying(suggestive value)

MR RRHE AT

FI7TH 367
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2. HERHH
Technical specifications
21 FHR#E (20.54m2 HB)
Chamber (with 0.54m2 shelves)
A tEREZH
Performance parameter
Fs HNE SR
SN Content Parameters description
5 ®itED i E
Design pressure Normal pressure
Me ot
2 j‘_t'{,ug Ra< 0.4um
Finish
3 PR +0.5mm/m
Level
, | BEREREG#GED) s
Shelves temperature Min
5 WE B IR E (SR D) +80°C
Shelves temperature Max
" WwERE LS +1°C (FHFHf5-40°C~40°C)
Shelves temperature uniformity +1°C (After no-load balancing-40°C~40C )
7 jﬁ]ﬁ.léﬂﬁﬁ 80mm
Spacing
8 FIRA I [ #76 1
Chamber type Cylinder
g RiBZ TRIEHR
Insulation Thermal insulations
10 Hi1H M HRYE A P E R E
Open direction According to user’ s requirements
| FFTAE AF 100 FF
Open angle More than 100°
L | W HE L EER R
Position of viewing port According to user’ s requirements
13 &% O RUREIR L
Sealing strips for doors O-shaped silicone rubber
B. I ARACE
Technical configuration
5 BN 5 /3RS /1 TR W
SN Name Model/Specifications/Material Number
FRA
1 Chamber SS316L 1E
$s316L 18
5 B2
Shelves JRsF: 450X 300x12mm
) ) 4+1 2
Dimensions: 450 X300x12mm
3 i SS316L (i 4) 1%

IR IL AR T

T8 H 36|
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Door SS316L(Section)
i FHEFAUER DN100 mm 77 ZEBT HE BT LA
Viewing port (chamber) DN100 mm With time delay head lamp
e
5 %”ﬂ% DN150 mm 14
Viewing port (door)
€ FHH RS “RER” MFEHt 11
Door lock system with safe Unique design by Tofflon :
. i) i I R A K Pt-100 #AERH A £ 2%
Product sensors Pt-100 Hot resistance A Level
g T PR Sk Pt-100 #EEPH A 4% 2%
Temperature sensors (thermal fluid) | Pt-100 Hot resistance A Level
C. AN
Technical advantages
" X 2 A BT R R e .
Helium mass spectrometer for leakage detection.
2.2 A%RH (ZAE)
Condenser (with coiled pipe)
A HERESH
Performance parameter
F5 M Yk
SN Content Parameters description
.| BES HIE
Design pressure Normal temperature
HiERE
2 =0.
Finish e o
V=]
, | avRmER asC
Minimum coiled temp.
VALY RPN
4 ¥ BRI VKRR ‘ 10Kg /4
Condenser capacity
5 R ERIR MY [ 4 A
Condenser type Cylinder
B. HAKRE
Technical configuration
5 B RS R /A T HE
SN Name Model/Specifications/Material Number
1 Rt 304 1E
Condenser
2 RERE _ ) 304 1E
Condenser coiled pipe
. AR MRk Pt-100 #EIH A £% 1%
Temperature sensors (condenser) Pt-100 Hot resistance A Level

C. HARMLH

Technical advantages

1

AR NRERASEEER, B, LEMER.

The inner coil of condenser is welded by Orbit welding with less welding seam and high sterility.

MiRFERE L AR R

F19 T 36 M
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A BEOR A SR COEIT RS

Condenser and coiled pipe are all carried out the leak test by helium mass spectrometer.

2.3 iRl

Big Isolation valve

A HERESHL

Performance parameter

FFs A ZH iR
SN Content Parameters description
5 TAEs A B AKX 5]
Motivation Electric driven
2 EF F @R.Tj- . . DN100mm
Big Isolation valve dimension
B. HARM S
Technical advantages
PR BT SRR H R RBES, BB EEN 7R IERS
1 When Intermediate isolation valve is ON or OFF there is a feedback signal which can be in favor
of knowing the working state truly.
2.4 FIARY
Refrigeration system
A HEREBH
Performance parameter
s HNE Sk
SN Content Parameters description
= el Ay 7 3
|| BERRRE (EB RBGEDD | o o
Shelf cooling time (empty)
T A =
2 é\{ﬁ%ﬁé}ﬁjg (iﬁ) +20~-40°C<30 min.
Condenser cooling time (empty)
B. BiARACE
Technical configuration
s AR RS /R /H1 TR HE
SN Name Model/Specifications/Material Number
: 4 .
1 EAHLELARS B & BITZER “LLi¥F/R” SAT-5.2Y 16
Compressor model and number
5 Ay B2 #[EH Emerson 14
Qil separator U.S. Emerson
3 FreidiER %[H Emerson 1%
Filter for disacidifying and drying U.S. Emerson
3 K% %ii 1 Refco B fNZE K WINRERS g
Pressure meter Swiss Refco or Canada WINRERS )
4k 2% & FH#A
5 1E
Relay Denmark Danfoss
" L, i 1 Fi3& FHhE 1%
Solenoid valve Denmark Danfoss
7 R Ak 18 Expansion valve 1% Danfoss 34

MIRFERURF L AR
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C. FARRH

Technical advantages

" HNAGE AR EREEN, REAMEERE
The system will warming when the pressure is over set value
5 MRV BRI SR ER, SRR RIPRE
The system will warning when the compressor is over load.
2.5 BTFRG
Circulation system
A ERESH
Performance parameter
Fs HE ZH R
SN Content Parameters description
e
1 bﬂl..\‘ﬁ}ﬁ 1°C/min
Heating rate
2 Eﬁh *ﬁfﬁ . . 2Cst@25°C
Silicon oil viscosity
B. EARMRE
Technical configuration
P 2% S RS /RE /M R HE
SN Name Model/Specifications/Material Number
;| EHE M “BiR”  WILO TOP-SD32/7 &
Circulation pump Germany WILO TOP-SD 32/7 -
, | S EHERE T Eft
Thermal fluid Silicon oil (low viscosity) Right quantity
B 0.75Kw
3 Heater 0.75Kw 1%
a AR H iR T B Pl E SR 1A
Plate heat exchanger Sweden Alfalaval
i fEH AJK AZLPt-100 #AHLH
1 o |‘E] -
5 5 AAHHIUE K . Germany JUMO A level Pt-100 Hot 2%
Temp. sensors of thermal fluid g
resistance
C. AR H
Technical advantages
" HMACKH PID BEE IR, Af LA A F N FA e TR
Electric heating is controlled by PID which can use the heating energy most effectively.

26 NBRL

Vacuum system

A TEREZEL

Performance parameter

Fe AE SR
SN Content Parameters description
1 t}}iﬁﬁﬁ% 1.5Pa
Final vacuum
5 MREE MK EHZE 10pa<30min
Evacuation speed From 1 atm. to 10pa<30min
3 it 3x10pa.m’/sec

kiR R L AR AT

W21 36 W
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Leakage rate
B. BiRHCE
Technical configuration
Fs LR RS /R /14 HE
SN Name Model/Specifications/Material Number
i HEE A% TRP-24 .
Vacuum pump Woosung TRP-24 =
, | EHmER - i 14
Valve for condenser isolation
, | ®XH o 7 P LA
Pump head valve China Siegv
ATHk EIEIE N
4 11
Vacuum gauge Edwards
C. BRI
Technical advantages
1 HZRZEWIRARBES, Al TR AL
The valve in vacuum system has the feedback signal which reflects the authenticity of switch.
AR S BT FEER TS, By kim0 .
2 High efficiency pump head valve and vacuum pump open and close at the same time to prevent
reverse suction.
2.7 EEBS RS
Aeration system for repressing
A FARBE
Technical configuration
s e i RS /R /4 5 BE
SN Name Model/Specifications/Material Number
JURY; £ A
1 i 0.22um 14
B T "
2 ; 1
Aeration valve Edwards
oo "E
g | =% 553161 1%
Pipeline
B. HARMH
Technical advantages
i HIERGWE T T AR EA.
Nitrogen charging interface is reserved for aeration system.
2.8 BERS
Hydraulic system
A HEESH
Performance parameter
P k=S St
SN Content Parameters description
1 EZEEH 0~1.0bar (FBhA[E)
Stoppering force 0~1.0bar (adjust manually)
B. BiARELE
Technical configuration

MIRFRRF T AT R Wm2nmW IR
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5 =) 2R RS /HURE /14 5 HE
SN Name Model/Specifications/Material Number
¥ WIE o HRA BFEE 11
Hydraulic units Italy ATOS '
5 BIER EE K 15
Hydraulic pump US PARKER
B Ae#HLEME e
. Hydraulic oil 46# anti-wear hydraulic oil R it
THAH
14L 1
4 Tank 14
C. BIARIMH
Technical advantages
RS A R B R, MBASARE, RIPBUESTEEIET.
1 The circulation of hydraulic oil is controlled by electromagnetic overflow valve to ensure the
temperature of hydraulic oil in the proper range and protect the stable operation of hydraulic
station.

2.9 BHSEERE

Electric control system

A HEREZ L

Performance parameter

e HWE SRR
SN Content Parameters description

g | e GB 5226.1-2008
Electric standard

3 =)7K Fah K& B hizh]
Control type Manual and automatic

3 Al R % TofflonMaster-4000
Software system

- BETE®R (Fzh. 831, EETBD

4 WA ThEE Freeze drying (switch the type between manual and

Software function TE#E (REAEH)
Technique setting (recipe management)
B. iAME
Technical configuration
s ZFR RS R /4 IR HE
SN Name Model/Specifications/Material Number
1 PLC BAOMRON 1E
Japan Omron

, |t B e
Computer LENOVO -
i E B H# OMRON &

3 11
Touch screen Japan Omron

" i ) %[E EATON RAE W
Breaker U.5. EATON TBD

g AT PR 4% ABB Bl fif £ RIE R
AC contactor ABB or Schneider TBD

6 UPS HLiE FE L 16

MIRFEREFLATRA
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UPS power China Santak

W& el

N 1
CD for software backup A f

C. HARLH

Technical advantages

4 FDA RRHEbRAE, BTESR, THFNG.
The control system conforms to FDA and EU standards and has the functions of electronic
signature and setting multiple groups of passwords.

B3, FREFEAT AERDER.

Automatic and manual operation can be switched at any node.

RGREAEZEE. B, GTBHEHT, FHELRE LB, BEIRERE.
The system operation can be carried out in the clean room, machine room and freeze-drying
control room, and has interlocking function to avoid misoperation.

L 2 T, AR AN DL IR LR E T

Have a hydraulic emergency stop button to stop the operation of the shelf in case of emergency.

RENMIATEAESMEG. BITLERSARE. AZESHER.
Friendly man-machine interface can display various parameters, including various components,
valve working state and temperature, as well as vacuum degree.

"BTEE A REREFRT LEME.

"Recipe management" can set up a large number of freeze-drying process curves.

“WiR TR BEhd AN BERTRE, FFAEREBRRL.

"Freeze-drying" automatic process has a stage display function, and can be arbitrary jump.

"R TR AR AT R O HEAT B T R

The formula can be adjusted at any time during freeze-drying.

B fFEE A & A B TR

The operation screen has the function of displaying every fault.

10

BEEHIE. mEMmMICEKINEE, TRIER S e AT,
With data recording functions and curve recording function, it can be called or printed at any
time according to the batch number.

11

AR EHE. DR

Can store a lot of data, curve records.

12

ENMEFE. BEHERZHIAEE R, HEERE SR R .
Various vacuum curves and temperature curves are displayed in various colors and can be set to
"show" or "hide" at will.

13

“HHTERSERGE, AR TZEEE. BEEdL. Rk, BIEERT. ‘¥R
FFEMHICR BT, AR A TR I R T R .

After "freeze-drying" is completed, the original records such as "process formula”, "data curve",
"historical record", "operation record" and "alarm record" can be printed together, which can be
saved as detailed batch record of batch products.

14

)RR AE P P SR F S A AR LB ThE -

Software functions can be customized by customers.

15

B R G454 FDA 21CFR PART 11.
The software system conforms to FDA 21CFR PART 11.

16

UPS /N [a] B BB IR BT 7E 4 2T HLJG 20 M9 4s PLC R B R BIBR M E 7.
Uninterruptible power supply can provide power to PLC and all kinds of sensors within 20
minutes after emergency power failure.

HMIRFEREH L AR AR 24T H36 W
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1'. DYMIND BIOTEC
3. AHTIEHR
Utility list
s HE S Hid
SN Content Parameters description
i IS8 Y51 RE kS 7Kw
Total power 380V, 50Hz, 3Phase, SWire
T ARG AA .
, |H il = _K | 4m®/hr (1.5¢P<2bar, 15°C<T<25C)
Cooling water for refrigerant cooling

4. WIEXHRLE (RTRE 1 6#) FHRIEXHRE

Verification documents system(one set of CD)The details of verification documents

system
s XA 2B FR HE
SN Name Number
i K%Eﬁ% (|Q). | 19
Installation qualitation (1Q)
5 %ﬁﬁw(mpl 16
Operation qualitation (0Q)
HREFIA (PQ)
1
3 Performance qualitation (PQ) t
T) el (FAT) y
4 14
Factory acceptance test (FAT)
§ = PSR (SAT) L 8
Site acceptance test (SAT)
BIEF i (om) .
6 Operation manual (OM) 14t
HEPFHH(MM)
? Maintenance manual (MM) 14
(%]
g | TEmEE L5
Layout drawing
TZHEHE
g P&ID 18
10 %ﬁ&%@. 1%
Wiring drawing
15 B
N EE T 1
Instruction for the main parts
A
o | MR L
Material report
B Im 5. 8A
Additional Comments
E4 3 HE
Name Number

iRV e N i 51

W25 W 36 W




e EREm
5 pELEA N HE
SN Name Number
&S HER
Spare parts list
s ey S RIS /508 /M TR HE
1| ¥4 71
1 FEJ,/?\?” R404a 1
Refrigerant
2 f’%‘(fﬁﬂ/ﬂﬂ . TOFFLON 5L
Refrigeration oil
3 HTREMH L RK 4L
Vacuum pump oil Woosung
i g = A %% Pt-100 #
W B EEATL A2 Pt-100 #HFH ;
4 Germany JUMO A level Pt-100 Hot 2 A
Temperature probe :
resistance
T
5 ,*J#"\q‘:mﬁzﬁ , TOFFLON 148
Special wrench for cooling
T N
6 - BRTRDEE TOFFLON 2 1
Special liquid inlet tube for cooling
. hif’ﬁ'?%ﬂvﬁiﬁ%ﬁ@ - S5
The cylinder of shelf gasket
Il £ 2R
8 _ﬁ%%ﬂ% EPDM 24
View glass gasket
EIRFERLUR L A B 26 T H 36 W
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DYMIND BIOTECH

B 3

Allegra™ X-64R Centrifuge, Allegra X-64R & EESHEL
Refrigerated # EE
Allegra™ 64R High Performance
Centrifuge, Refrigerated, 50 Hz, 220 | Allegra X-64R SXEELSFEL
367588 |V MEM 1
F2402H Rotor Assembly.24 x 1.5/2.0
mL microcentrifuge tubes, 26,000
rpm, 61,970 x g, with F2402H %3k 24 x 1.5/2.0 mL,
361171 | biocontainment. 26,000 rpm, 61,970 x g. 1
Adapter for 1.5/1.8 mL
Microcentrifuge Tubes
364701 | with g-Force > 20,000 x g (set of 12). | 1.5/1.8 mL B EiEA=E 1
SR F0485 Rotor Assembly « 4 x 85 mL FO485 #:L 4 x 85 mL tubes,
tubes, 20,000 rpm, 40,240 x g. 20,000 rpm, 40,240 x g. 1
Polypropylene 80 mL Tube « 38 x
363082 | 104 mm, for FO685, FO485 rotors (set
of 6) 85ml WLE(6 /&) 1
ADAPTER, 15 ml conical ADAPTER
356962 | for 85ml rotor 15ml RERIEEC RS 6
347539 | Polypropylene Adapter, 1-place «
50 mL round-bottom bottles and
tubes, 29 mm dia (gty. 1). 50m| iEERE 6
PA 50 mL with Screw Cap 29 mm x
357003 | 104 mm (25). PABLE(GOMLMAE  254/4E |1
R RUB L 4 B By BT 36T
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lfl DYMIND BIOTECH

B4 4

FmERR k= HE
16
Sorvall ST4 Plus ZFEASHEOHEN Sorvall ST4 Plus
1E
TX-1000 XFEKFEHEL |, 4x1000ml
18
TX-1000 MEFAE (1E4 1)
1E
TX-1000 &S 40*50m| RE(EFEFER B O EiEEES
1E
TX-1000 i&f 4*1000m| EEEOREE:SS
1E
TX-1000 i&EE 4*500mINalgene EEE O REASE
3E
Ed 1000ml pp BEjE4*1000ml 4 4~/E)
3E
2 500ml Nalgene pp E/:E(4*500ml , 4 1~/E)
2E
TX-750 7k F4Ek
2E
TX-750 B.RE (41NVE)
3E
i 750ML Bio PP B/ ( 4*1000ML , 4 4V/E)
HIRFEREE L AR R W28 F36 W
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]1" DYMIND BIOTECH

BiiE 5

Py me =
1
AL =

SRAEENRAR  FHEEEREDNAE | M4EE
Zlix ON.OFF ti , iREREH , HERED,
( IAE RS MINAES | SAEHIR) .

RHERSR

RS EHISR 0-99.9°C AR FLTE=~ERS
PLD BEzhiEHE , 54iRE10.3°C(YANGING)AE \ 1
R

EHSSHERESS 0-99.9°C RS F LR RE
EPLD HEE , BHIRE+0.3°C(YANGIING)&E
\18

R EIRER A k2SR ERH 1-120°C(BX
FN1R

EhBSERGEKESRERS 1-120°C(RAH )
1R

¥ EoratiEasl 0.15-999%r (BB%ER) 1R
FORTEE 0-99999 hr(BAF )

1R

2keBEE ( HAEREN OMRON)

SR

MEEEERLE (0 KSD)

1R

FREEERLR

(#0 KSD)

1R
NS = ERIINKEBRE

1R

ENHEE RN

1R

HREBET IO | ATEEEHEH] 20000 3K

1R

KRS . BBk TRRESR 1 R
HETHKE | REBRIKAR

1X

IEFEE EKREREY THHYENMRRELE
B2k, BE. BRTHREE , RiRtE
bapsiiSoat plis d=p i S 0R T gy SN Avag T : )
RE.

AR TE AR A 29 336 W




FRrEMR .

IRGERAEHO PVC BZHR , EE Smm,ilHiRE
£ 85°C.

RS ETHERAROMERIR , BE Smm.
REANTIRRAREHKAE EAEE FA2HE.
FENZEMERA SUSH304 FENTHE ERBRRSRMT
R

MIEWRRTFESER IR RRAE  NEmEE
REEAHRS—H , ARANEHES.

e

RAESSRERNIVKTEEWL  BEESS B
FTREBERZIS , TRFEEENRZ R,

N © SRASHEEESI  TREEEZ A,

T EE 1-2mI(ml/80cm/h)(16 /NEFEISE )
TS ¢ S

BamtE

GB/T 2423.17-1993
HEAR

GB/T 2423. 18-2000
HERR

GB/T 10125-1997
HERR

IEC68-2-52 1996
TS
ASTM.B117-97
HERN
GB.10587-89
HEAR

IEC68-2-11

HEAR

JIS H8502

HhER

CNS.4158

BEIRE

CNS.4159 CASS
IEREESER TR
GB/T 12967.3-91 CASS
ILEREEGEAE LS
GB/T 1771-2007
BRNERNPHEREMERE
HfiReE

I -

AR (£9) (mm):
1500x1500x1000

MmiRFERUR L AR AR

F30W K36 W




[ T =t

it e B )

I GB/T 14710-2009 %1 HEHRFHFHEIE
R | BEMEATIAER 10%

R ERR RIS

FEERIRETED | EAIRE
HEREERASNN | BEAE. &2
NERERAELENERARKRE  TFEHE ETF
B TETRMEgRY

ERENEE , iETER AR
ElRD) (AREER ) | AaREEEE
RIS LX-5024 iRahANERE ( BEB)
#RahsAEE 100~300rpm

BAEE 100kg

=08 25.4mm(1 )

ERTESERT 1500x1500mm

EBA1ZHER 1HP ( 0.75kw )

B4R~ 1500%1500x650 ( mm )

itAd28 0~99H99m

HAER100kg

BTHEEE lrpm

EER AC220V 10A

iR BB IL AR T

W K36 W
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Ts
it}
!

3
e

Bt 6

FS ITRmS [::}5 HE
FDE60086FV 85N TiB{EIRIKHE
& : Thermo ( Forma ) =it : £H
1) 3k, 85N, 4107
1 FDEG0086FV | 2) 816L , -50°C~-86°C 1
3 ) BB 2 I RFR 600 4
FOERCE -
F—& | BiR=R
2 920091 EnETER 6
3 820003 3 BRIHEFFR 90
B 7
FERR R BS yE
P ME104 (1 ;())glﬁjmg ] 18
NSRS EF XPR205 220g/0.01mg) 18
AR BUR BT A T W32 36T




Ts,
it

AUES)]

MIND BIOTECH

X

o

B4 8

Fs RS B2ig RZIE #He
i| 4640110 Micro 0.2-2ulL 0.002ul 3
2 4640000 Micro 1-10ulL 0.02ul 3
3 4640030 2-20ul 0.02ul 3
4 4640080 Micro 5-50ulL 0.1ul 3
B 4640090 5-50ul 0.1ul 3
6 4640040 10-100ul 0.2ul 3
7 4640050 20-200ul 0.2ul E
8 4640060 100-1000ul 1ul 3
9 4640100 0.5-5ml 10ul 3
10 4640070 1-10ml 20ul 3

iAFERURFID AR H3I3W HK36W
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FE | iTHES ik s

S479-uMix(EZ) : SEHL. pH/mV &k, B
S BEEA/BOD i, BIREFE.

InLab Expert Pro-ISM B84} , InLab 731-ISM
1 30100779 18
B4R, InLab OptiOx-ISM {&/a8. EBARSTER.
OptiOx uPlace i&Efices , uMix BOHHRE(2

BT, SRR, SEINER. TERE

EiRFERUR W LA F TR B3 HK36M
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Bt 10

[ T2 i BS ¥E
ESD61002TA 1
ESD Jiz{Y
7.0 I F ESMIRFFRE |

IR | ERESE
SIRTEIRME | SRS ARIETNRE |
ERHOERBERIR , TR
REERVESREH AR BIFSE
R | TRIERRIENRF ( BRERP)
LIRS EEREREN LARETRRERTE
K.

88

BIHEE : 0.2 ~+ 20kV

WHBERY E/ &

IFBEBE : 150pF

BFEEERE : 330 Q

IREBEB A LFHAGE : 0.6 ~ 1ns

ERFELRISATIE) © >5s

T1efesl

HEAtiEERa LUGEE 0.05 ~99.99s Zid , oliF
EEMBEAS 10 20PPS KB ; RB{@E/NF 0.05s
B, BEREE

BEEREGEE : 1 ~ 9999 HFERIR

e, | . SSHE

HERE : SITRRE 1-9999 RENFIRIR

faA= LB 2.5F5) 3 RESHHH 35
ISET{FEBIR : AC220V £ 10%,50 Hz

FERE 15 °C -35 °C

FHRT , EE : 350x360x175 mm . 10kg

HIRTRBHEIL AR

IS K36 M
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BE
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FHAN
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GRiBRE
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