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1.2 BRAHESE

1.2.1 REEBHIEE
B 5. 11L& O VR 531 ) F B SR L R 3%
T4 "ERRERAABEA RS

75 | BIRBAR | BURTE A B T ST A4 R R i BERA | B
1 AR SBMC equipment_name FIGH
2 WS SBBH equipment_code FIER
3 BATIRE YXZT operating status WERIEIT. MEEIRE FRER
4 B QIZT Cleaning status RIS R FRM
5 TE VI [A] QJSJ Cleaning time 1 35 A ) 264
6 | BWEAR | QIYXQ Cleaning validity SRR
7 KRS MIZT Sterilization status B BT K R T
8 KB [A] MISJT Sterilization time it i) 784
9 | KWAHRY | MIYXQ Sterilisation validity B
10 FERRAS IYZT Calibration status ok T AR UG R A% TR
11| KR JYSJ Calibration time EFE
12 | Be3eA 30 IYYXQ Calibration validity H 7
11.2.2 PIREBRIRSE
BEXTS. B4R ik RE (kb H 11 a8 FH A A LR %
11.2.2.1 YFREIE
x5 MNEBERIESE
75 | BRI | BEEDE S B T S A R AT B R | &
1 Ykl WLMC Material name Vet
2 PElgw s WLBM Material code it
3 YRS WLPH Material Batch No. AT 1 P R S T
4 AreHI SCRQ Product Date H 704
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9 | BRI | BURTE A K S AR K 1 HERA | &
5 HRUH YXQ Expiry date EECES
6 PR RS GYS Suppliers TR
7 B SL Quantity ¥

#l4n: AAYYMMBBBBB, ¥
8 LR TMBH Number of Barcode | BIZEM (2 fir) +2 fi4E+2 firH | M
+5 REKE o
11.2.2.2 #REEE
* 6 MEEEIIES
75 | BERTUAARR | BRI 4 s IS4 R K 1 HERA | &

. Weighing-appliance e 3

i H. T ux 1]

1 FERAF, CIMC Natme T
2 FERHT CIBH Weighing-appliance No. TR
3| AAURA CIZT Weighing-appliance FERLIRR R 25 SRR
a | wsmgr | cnp | Weigheapplance g g b PR
5 LS CPMC Product name FR
6 77 i R CPGG Specification i)
7 Pt s CPPH Batch No. TR
8 Yk R WLMC Material name R
9 YLt WLPH Material batch No. FLFH
10 | MERE CLZL Weight TR
11 FrEA CLR Operator T
12 | EHH CLRQ Date H A

#it: AAYYMMBBBBB, %
13 N0 gm s TMBM Number of barcode | BIZKA! (2 fi) +2 fiE+2 A H FRER
+5 A K5 o

11.2.2.3 HE=@HETE

R 7 HE~RE

BYIEE

5| BEmes | BEsiEs | SoRmdic ek | T B RS
I s S
| r ] S 2 R ZJPMC Intermediate product TR
Name
2 | PiEstS ZJPPH Batch No. Y]
3 L AEE DA CCWZ Storage Location FIER
4 | HamE YXQZ Expiration Date H 1A
5 JUEIRAS ZLZT Quality Status il
N
6 PNEingE| RKSJ Storage Time i) 764
7 AFEN RKR Storage Person ]
8 NLE A RKWZ Storage Location ey
th
9 H ZE R[] CKSJ Time of out of Stock I AR ] Ay
10 HEN CKR Operator FIFRY
R
11 UFE i QYL Sampling amount ]
12 GIN QYR Sampling Person it
13 | HUFERTIE QYSJ Sampling Time [ ingEEi

Bkt
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55 | BRmAR | BiEmisE L HOHR T S R R Wi R | &
14 PR TLL Quantity (?f input Sy
materials
15 Berha fa] TLSJ Time of input materials H HA s ) 2
16 BELA TLR Operator TR
B
17 I i TKSJ Time qf Returning the i i
inventory
18 BEAN TKR Operator FRFR
19 =L 9N FHR Reviewer T
11.2.3 £ E8RE
BEXRES. 442 7= 44 B AR SR L T 3R
11.2.3.1 £7BEFHIZR
< 8 /T FHLICREIESE
75 | BEmiaiR | BdEmisE 4 B 101 S A FR o Wi Bynpl | &
1 e L CPBM Product Code FRI
2 I CPMC Product name FR
3 P CPGG Specification TR
4 it s CPPH Batch No. TR
5 fib iz PL Quantity TR
6 |/EFEIFIEI | SCKSSI Starting time of SR
production
N N Finishing time of .
sk 0 ] 1)
7 |HEFELREE| SCISS) production H AT 8] 54
EFET Y SCGX Production Process FRA
PR Starting time of ] T
9 | LFFIFIRITE|  GXKSSJ Production Process A ) 7
10 |TRSEHRITE|  GXISS PF‘“‘Sh‘.“g time of ] Sy} 71 5
roduction Process
11 WS SBBH Equipment No. ]
12 | R&ELK SBMC Equipment Name FRM
13 SN CZR Operator FHE
14 LN FHR Reviewer FREH
I |X#TE3%| GIGYCS Critieal Process B B A 1 B FR
16 |NL#eMEic%| RGCZIL |Manual operation record| ATLMEL, &7, KA TR
17 Pl | zikziG | Mermediate control e g i i | e
18 | TRk GXWLPH | Ytena batance of gy e e gy RO
roduction Process
11.2.3.2 5= RECFE
=9 EFREICREES
e | BdEDIARR | BdEDUE A B IS S 4 FR o B | &
1 fRZERIR PCMS Deviation Description FIFT
2 |mZERARE|  PCFSS) Occurrence Date H AR
3 |BBAbERE|  JICLCS Emergency measures LR
2,5 s e
4 |7 Fg; Hi SYXCPBM | Affected Product Code LR
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55 | BiEmiais | BiEmisE L HOHR T S R R Wi R | &
SR 44 -
5 i SYXCPMC | Affected Product Name TR
VN
ATL,EQH =7 -
¢ | ﬁmf* it SYXCPPH Batch No. of Affected A
= Product
7 | WEILFEA PCJLR Recorder R
8 | mMEEZA PCFHR Reviewer TR
11.2.3.3 B FidR
# 10 BB FICRHBIESE
55 | BiEmiais | BiEmisE L B 101 S R HR Wi HREM | &
1 | BfERgmS CZJBH Room No. TR
2 A CPMC Product name FR
3 FEmitts CPPH Batch No. TR
4 TR SCGX Production Process TR
5 E EH M QCRQ Date H A
6 KA i H JCXM Checklist FRFH
7 Ko 455 R ICIG Check Result TR
8 BN QCRY Operator FRI
9 | ESHEZA | QCFHR Reviewer v
11.2.3.4 BEFBEICE
=11 BFHBERICREIES
5 | BEmiai | BdEnis s FICHE 101 S FR o i Bl | &
1 77 AR CPMC Product name FRER
2 7= i CPGG Specification ]
3 | it CPPH Batch No. Y|
4 LR BZGG Packaged Specification TR
5 A7 H SCRQ Product Date H A
6 AHRHEM YXRQ Expiration Date BEGES
S B (1 T ‘
7 @JZ%T;E/E ot BZCZDSJ) Time of packaging A A ] 284
8 |@sbtiam| BzeLme | Peckesing Materil TR
s ] i Packaging Material e
SR 3 il
9 |AAPEHILS| BZCLPH Batel No. SR
10 1 P % i SYSL Usage of Quantity Ve
11 W= SBBH Equipment No. FIFRY
12 | ®&EEW SBMC Equipment Name B
N w Critical Process
TR 5//% oSl
13 | T 224 GIGYCS Parameter TR
14 |NTH#eFid3%| RGCZIL |Manual operation record TR
15 FIEA CZR Operator TR
16 29N FHR Reviewer ]
17 | kfids JCJL Check Record EX il
18 AN JCR Checker FRF
19 TBAT A% FXSHR Releasing Reviewer X RS N JE TAT 1) B A% TR
20 FZNA SHR Reviewer W H QA ST H % B i

11.2. 4 RIS TIEHIRE
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11.2. 4.1 ESMFFIHE
R 12 BEMATIEIESE

T | BdEDiARR | BAEDUE A B I S A4 FR HhE T3 IR R | RiE
T s Scientific Name of P
1 BAhi°# 4 IDZDXM Bacterium Virus THE
2 w4 IDZDZM Strain nar{l/? ri)lz Bacterial Sy
3 |gEsmte| JDzZDPH Batch N‘i} i(;t;sBacterlal SR
. Lyophilization date of |
H] HA 7R
4 |f%+THM| CDDGRQ passage H iR

11.2.4.2 t$@EE
11.2.4.2.1 BR#¥
<13 EVEEBIRESE

75 | HURUiARR | BEEDUE 4 HHE TS S A R Bl i B | &
1 FE i &R YPMC Sample Name ]
2 = PH Batch No. Bl
v Number of samplin Ry
30| EURERE QYJS bieces plng TR
4 K QYL Sampling Amount g
5 BRI (8] QYSJ Sampling Time AT ) Y
6 HUFEN QYR Sampling person FRFRY

11.2.4.2.2 ¥EREW
14 HREERESE

75 | HuRTim | BEEnE 4 B T S A R B i B BamRR | &
1 B i 4 YPMC Sample Name EZadi]
2 s PH Batch No. ]
3 FE i YPL Receiving Amount FHE
4 FERUSCI [R) JSSJ Receiving Time H i 7] 7Y
5 N JSR Receiving person FRFRY

11.2.4.2. 3 #¥RER

* 15 HFmEREES

75 | BRI | BEEDE A B T S A R AT B BaERA | &Ik
1 i A4 R YPMC Sample Name il
2 fits PH Batch No. B
3 AEJBCHb AT CFDD Storage Location it
4 PR R SBMC Equipment Name Rt
5 WS SBBH Equipment No. ]
6 | FREIAME HITJ Eayiroamental -
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11.2.4.2. 4 ¥R

=16 M HIES

5 | BuRuiRR | BEEniE A4 B TS S A FR B i B | &
1 FE i & R YPMC Sample Name F
2 s PH Batch No. gl
3 kiKY IYYJ Inspection basis ]
4 K98 75 JYFF Analysis FEH
5 ok & JYYL Usage of Amount TR
6 | KIH IYXM Test LR
7 R FRAE ZLBZ Specification Limits R
8 | KBsR IYIG Results T
9 [SLPN JYRY Operator EZaai]
10 EAR FHRY Reviewer IR
11| ks JYSI Test time EE ]
11.2.4.2.5 FIKHDLE
T N7 RRHERLIERIESE
75 | BETARR | BEETE S B 5 S A R HcHs T i B BaRRR | &
1 FE b 4 YPMC Sample Name EZasi]
2 fits PH Batch No. i
3 FIRE SYL Remaining amount FRER
4 L XHL Dispoing Amount BT
5 RE A\ Status By
6 BN GR CZRY Dispoing Person ]
7 A0 Hb A CZDD Dispoing Site TR
8 W E T CZFF Dispoing Way ]
9 b B ] CZSI Dispoing Time EE:ClingiE it
11.2.4.2.6 B#
18 BHEE
75 | BaETARR | BEETE S B T S A R B i B BamBRR | &
1 FE i A B YPMC Sample Name FIER
2 s PH Batch No. i
3 = SL Quantity 7
4 A YXQ Expiry date H i
5 FAREHRR LYQX  [Sample Retention Period el
6 B A A LYDD Sample location =G
7 TRAF 21 BCTJ Storage condition Vi
11.2.4.3 |AF, fREREE
x 19 W, EREERIEE
R | SRR | BaETUES | BdRmecaRR | s i RS
TG R A R
p | OO o e Stock Name |
R
A% GG Specifications FEH
3 it PH Batch No. IR
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5 | BIEBIARE | BEEDUE A BRI 4 TR s i B | &
4 i3 PH Bottle No. FIER
5 EEEEE] YXRQ Expiration Date H A
6 e CJ Vendor TR
7 [[a=2- 200 ZCTI Storage Conditions el
N JE
8 N JE (8] RKSJ Storage Time H S Bsk ) Y
9 NEIN RKR Storage Person FRERY
10 | ANFEME RKWZ Storage Location TR
W
11 A LYR Reception Person sl
12 | SAE (A LYSJ Reception Time 1 30 ) 784
13 SR LYSL Quantity Consumed A
JJSpaN
14 | A& [E GHSJ Return Time H 391 1] 2
15 JSPEYN GHR Return Person FRER
16 | HiE¥E GHSL Return Quantity ¥ A
Kk
17 | #AFERA] CZSJ Deactive Time SE I GIER]
18 BAEN CZR Operator G
19 5 YY Reason TR
B
20 | B (A XHSJ Disposing Time SE I GIER]
21 GEIN XHR Disposing Person TR
22 | B E XHSL Disposing Amount 7
B i)
23 | WA SYMC Solution Name v
24 | Wit SYPH Batch No. FREH
25 fic il A PZR Preparation Person TR
26 | BCHlE (A PZSJ Preparation Date H HA %
27 | TR PZND Preparation ]
concentration
28 AREH YXRQ Expiration Date F HA7
b 5E
29 |FRAEIATRAFR| BZRYMC |Standard Solution Name ERaii|
30 |bRiEVEMEEL'S | BZRYPH Batch No. R
31 | At BDSJ Calibration Date H 913
32 RN BDR Calibration Person T
TN Calibration -
33 briE i BDND concentration SRAES
34 | AHEM YXRQ Expiration Date H 175
11.2.4.4 O0S XEXHIEFidF
7% 20 00S XEXRIAEFICRHIESR
5 | BRI | R uiE 4 B e SRR s i e B | &
1 FE il A 7R YPMC Sample Name R
2 S YPPH Batch No. B
3 [ E/‘gﬁg@ﬁ CBDJYXM Test of 00S Ee
4 (L WIRES JYFF Analysis TR
5 5 SOP JDSOP Test SOP TR
6 JR AR ZLBZ Specification Limits AP
7 Torgar gt R IYJG Results FRERY
8 UL PN JYRY Operator e i

19



5 | HURTIARR | BERDUE A B TAE S A4 FR A5 1 BEEN &
9 | HEBAR FHRY Reviewer R
10 [ iRy JYSJ Test time H e [ 24
.
11 ﬁ)lj/%fﬁﬁg SJ/SYMC |Reagent/Solution Name R
N
AR Batch No. of e ot 301
12 5 SISYPH Reagent/Solution SRLE
AR A Expiration Date of -
13 e SISYYXQ Reagent /Solution HE
14 WA AR SBMC Equipment Name R
15 | W&GT SBBH Equipment Code FRER
16 | WERE SBZT Equipment Status Bl %H. 5. B8f7F FRFE
11.2.5 HITEERHIES
*® 21 HITBEHIEE
75 | BaRmiAm | B miE 4 B T S A R Hdh 1 B BaRRA | &
1 PRAEXT R CZDX Operation Object e
2 BRERR CZLX Operation type . g, MR, B TR
3 BAEE CZZ Operator ]
4 PR (7] CZSJ] Time of Operation | A ] 284
5 BRAEE CZYY Reason of Operation FFR
6 JEdR1E YSZ Old Value TR
7 LN XZ New Value FAER
11.2.6 BFERHIEE
* 22 BTERHIEE
5 | BRI | Bk uiE 4 H5H L S A TR H5H 1 HERM | &
1 ZaN QMR Signer EREs
2 B 42 1) A] QMSJ Time of E-signature T HA e a) 7Y
3 BN QMHY Signature meaning PR
1.3 BEREFHXBREREESE R

Bev BTV Al N AR R B 2L T 2RI DA SRR ISR GO0, T B
BRI, 78RR A SR R P 0 5CHE TZ S MO i R JE I, RSB R IO R
& RAT BT

R HmEMEERRESLF

L% e v I R B e
& %@ﬁ&\#%%ﬁ\%%ﬁ%%\EEV%%ﬁﬁﬁ\wﬁﬁN@‘%%Eﬁﬁﬁ\%%%
Uhe S JRER AR IR AR IR, R pH. R
AR WRAEEREIE T DEIEALAR: B0y, BO R ST RN A A A
PTG | R DR, DOR TR IR AR KIS SRR KIS IR
W 1R KIS IR [A]) KRR I (]
AL, JEREALAR . BORHE ., IR S EEREIANRE . BT SR TR (BRI AN
. PHIE . WU Sy, PR, EREE . WORE T
JEB ) % e
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T2PR 928 T 1) O Bt o e
s TR IR B RN B = ARULUER [E] . FFEAE . = A

LR il R IR S e Weavs 7> S DPS s ie=- BE MVES i NE C17E ST e
*24 RERERMHIES

75 | BERETUAR | BRI 4 B s S B HlE i BaRA | &
1 A RIARIK XBDC Times of Cell Passages =iy
2 IR KZBS Amplification multiples R
3 FE 3 4 T PYIMC Name of .Culture )
Medium
4 R WD Temperature et
5 ik ZS Rotate Speed il
6 B RY Dissolved oxygen Bt
7 pH & PHZ pH ]
8 I ] SJ Time H A ) 2
9 |AMAEKCIRZE|  XBSZZT Cell Growth State FRRY
10 Bl s XBMD Cell Density Bt
11 PRFR TJ Volume Bl
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