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Abstract

The rapid approval of imported drug registration application (IDRA) documents will help accele-
rate foreign new drug’s entry to the domestic market. Quality translations of charts of IDRA doc-
uments are concerned with drug’s time to market and the people’s lives, health and safety. This
paper explores the necessary strategies for E-C translation of charts of IDRA documents through
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analyzing their linguistic features: abundance in numbers & symbols, abbreviations, common Eng-
lish words with specialized meanings and noun phrases.
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1. 5|8

BRAEHE O 25 R E AR A 40 W, AN COA' MRS Fik R fae thl il , sl A5 )7
IRIAE, AER A TEIAE, AR HR Al R % BRI R I e R . AR DL
B TR . AR AL TR R R IR 45 R o B e ik I it . IR MR 2 7y, RIE T Tk
ihEVe i T S VUL e EP N P < B2 R PSS S I i AR LT bE ) v RS S N e LicE SR
REE /T MRERR, RS ER. SHFRMAR. ROEMERNNRER WU X 7 Ai % Bl K 4l
JERAES S RE . FILMERMEAAE . TZRMAER. LrERESE. FRE. Gk, ki, ot
T PR A 3 P S8 o B I 24 it AR BT T A A R T IR R, I S R B R SR A A T
A% R TR AR AE , 25 5T R B R AN AN 2 (8 24 b i TR T LR W] RE 2 M R A I B BRI T
T PR AE itk 2 e R R B — 38 0%, AR EL AR . UV R A RE N DR 2 B Lt
TE T A2 YN RO R I7 R AR KRB TR e SR, I T 3k 10 24 ot U A e 1 3 1) R 1R 0T 9 6 A 1)
Ho A S G RESLH], WETRFS . dingial, 2AGa i SORI A4 1 1 40 1 DY J7 T 4R 2 11 24 S s 4
BIUSER ERE SR AL TR HEI. X3, M. B IR SR I SRS 2 0t 11 24 e AR i
BEH 5

2. HEOHREMBERESES

B2 EM IR T B2 SRR IEICR, 1 BRI R RSO M — K330, DR bt 1 24 b
TEMAA R SR RSO . 3 D25 S E M RHE R B BIECOCR R B S M fs I 1 % s
HEEREF A B QeI . Dy 7 D25 ShE AP R BRI TE R I S 9wy . M, T AR LIE
B AR AR L. NI AUAEE 25 AR R E R R

21, BFFS—FEIL

B2 E MR RS IR . AR BUIA,  BCE X A S R s B A, IR
IS A 2 SR X e, Rk, HLEER PN 2 IR B R B AT S . B il s H
I () R ARRS S8, AT Sl B TR RO, B s BT FRAER). RS, fRniffs
ARFIRFT 555 BE Q25 GE AP RHE R b WIIAT 5, ek 1.

B s 4 T BE O 25 RN AOR R BB, XA S B AR, (BRI AR
O A, UL AR OA AL, JRE R T AR S AT IR, B RIS R R IR

'COA: Certificate of Analysis (f 345 7).
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Table 1. Common symbols in the charts of IDRA documents
=1 EOARIMMHERTELNTS

pm (BeK)  nm (@K) mm (ZK) m? CEAK) LD mg(EW) t(l) oz (FF)

PR AL Un® GHAFJ5K)  mOsmvke (BEEBRER/T-5) bar () KPa (FH) hPa (FiM)
RS b - = < > < > £ T 23

G4 T FRICE &) o By 3 Kk A
HFES Pd(f) Ir(¥k) Os(#k) Rh (%) Se(ff) Ag(H#) Ba(#) Cu(¥l) Sn(#) Cr(H#)
bS5 5 , L2000 -~ & @
FERRIE S v ox oam o ® —

2.2. FEERIE—REHAES

Zm ] R s 1 o TIRICHORE R AR D2 AR R AR K L . X4 3R] K
Pl A MY AR B 1R A U P R VR A, AR 1 245 Rt PR R SR v S B e B g i), Bk 2

Table 2. Common abbreviations in the charts of IDRA documents

= 2. HEOAREMMRHER T E W YERE 17

27 W 1) LFR B
CHO Chinese Hamster Ovary Fp B B R S
SVP Sub-visible Particles B T R Ak
iCIEF Imaged Capillary Isoelectric Focusing RGBS SR
CGE, reduced Capillary Gel Electrophoresis, reduced I JF BN R F K
LOD Limit of Detection o PR
ADA Anti-drug Antibodies EIIRAEARIN
SEC Size Exclusion Chromatography ST HERH (3 ()

245 % T 3 A TE ST TR O B B R BRI T A RS, BRI, BR TR SRR E SR Z AN, K
KPR AEnin e #E, R AR, IR S ERME R 5. B RENER,
HABSREE 25 b S RAR 2 A F

2.3, BiAR—T ZER

B 2 U SOARAE — s REE E ORI T B ORI, Rt 1 25 iE AR R rh e & il —
SR B HH B E A HAR g B S RN X SRRNERE A T H W Seil v, )2 B 3k 1 24 dhiE
WERTRHE R R, (BT SR AR S S A S 2 S R RS B R R T AR B
ELan assay (1036 BIR)EAISHh POy “EFBIE” 5 Subject (M B FHEIRKEIEH N “ 2k
75 release (RS HUT)EIXS 29477 i i “THAT” 5 digestion (VHAL; VHAR)EHXT DNA 7 BN “Hg
P17 5 resolution (HRlns PRVOFXT MBI Ty “PBIEL” &0 XT3k 1 24 Sy AR 2 b a3
ICHIRE, 1 T O A ARl B B Tl i, JRIPRAR B R SORSEHEAT HER IR, DL B SOk
ST 3 RS At N B P AR R

24. BiAEE—RALE
TEHE 2GR TEM AR IR TR oD, A MR th L. XS T s T 44 B A (2 1
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ATE, JEREMEM—ASdCm(4i), W R P IERE LM (B E G + i) . T ERIRME, A
TSR BB, FFaBRE. MRS . EACH R h A4 MR TE RS, 5 ROl g
DREFESFIALL, AN, BUR SRR S ESOMRI MR AT R0E, DURDLEIRM TR 550, ik 3:

Table 3. Common noun phrases in the charts of IDRA documents

3. O AREMMHERTE L 2IAMRIEEN

JE 3L B 4h 1)
Coating machine AAHL #ia] + 44
Host Cell Bank T 4t 28 2w + 4+ 44
Cation exchanger product pool FH B 734 b B 2w + &+ i+
Secondary drying TR eI + 449A]
Unprocessed harvest bulk AL FRYIR S5 2510 + % + %A
Round biconvex tablets BT 50 Fr 7] TR + BRI + £
Neutralized acid treated product pool AR A B = b A T JEZA + A + JERE + 20 + fA

3. B OZmiE A E R B R

HE 25 S EE M RARLSEE 1 B R 2 e B R 2B, RESHERR U A A B R IR, B
PR R BN ST R ASAT R B . AL, SRS B B 2 SR R AL 2 R B B R AN JT ) — N
Rho FEH BN K E ERBIER M4, K RIS G0N B HEE. R, M RRAE R4
JURER R
3.1. BiF

B B fR AR R AR 2 H B R[], BEEE AR E T F U H &l TR E
(2] HEI2G SR MR R 2 w0 7555 R0 4 s ] P B 30 SR RS 12 R 28 SR

FEg R T E AL A A S AVRE IR AT 5 (0 B0 1R I8 R RS SR . AT B AL pm (ROK) oz (3%
]). mOsm/kg (ZiB3E BE/R/T70)~ bar (E2)F1 MPa (GJRIA)%E; (L2455 Ir (BK)- Rh (8%). Se (i) Fl Ag (4R)
&y RPATT T am. (BF). pom. (FAR)M@GEM AR H R 211 25 Sy s iR B bR # 2 24517
EHIENE N G, AR EEFF 5 AR L AR, BRI PR3 X T 455 (1 15 mT DR BUOR B S SR8 1 1RV

FLUR, B A () R A i i P 3 R 0 2 B R RS R R

il 1
JR L
Test 1month 2 months
Osmolality (mOsm/kg) 316 322
APG=69.7 APG=69.8
iCIEF' (%) Main = 26.8 Main = 26.7
BPG=3.5 BPG=3.5
Main = 98 Main = 98
SE-HPLC? (%) HMW = 0.9 HMW = 0.8
LMW = ND* LMW =ND

'APG = Acidic Peak Group; BPG = Basic Peak Group; “HMW = High Molecular Weight; LMW = Low Molecular Weight; *ND = Not Detected.
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R 1MAH 2MA
1535 5 BE IRV (mOsm/kg) 316 322

APG =69.7 APG =69.8

iCIEF' (%) Tik=26.8 Elf=26.7
BPG=3.5 BPG=3.5

Fg=98 F%=98
SE-HPLC? (%) HMW =0.9 HMW = 0.8
LMW = ND* LMW =ND

'APG = FRIEIE4]; BPG = BIEIE4]; HMW = &9 F8; LMW = k5T &; ND= Kk,

St B 1 F4ERS R APG. BPG. HMW. LMW il ND 7 4% [ BIVE o Cf7 MR (R fdRe, FirbLE
B X R u A AT LA BE, EEER MBI FESOh IR thAh, 4R iR iCIEF (BB B 40 55 i ER) I
SE-HPLC (SE-HPLC :il € PR & 8 IE ST IR B, 1R 45 T IS ERE, 206 SLRF soniE
RIMERE A2, EREAHATUK, BAR “TEE” MR,

3.2. PHE

HRERNFENTRI IS . BR300, RAKEPR Lt — MRS R . Firth (41 E R, & MEE N
(OB TR A — AN HriR] o TOEE 128 i MR R LR i i) SR e SR AE A R Ui A7 AR 8, R
BIPEH A SRR R BEAT W, DAORAIESE 1 24 VR AR S [ R 8 A 308 O HE R 14

%12

Ji3C: Table 1 In-process steps with IPC specification of unprocessed harvest bulk

B0 R 1 ARABSGR R IPC JFE bR i 72 2D IR

b i 2 SR R VRN M IR AN AR A AR ST I A — B S B A — A R R, S
FEE A IE SC AP 7 S AR AT DA “specification” Al “bulk” & CMC? AT & ARVE, 783 b ]
SRR “BUERRE” RN ORI o WNEE % specification (UFE . MEYE) AT bulk (AR . 28 8) A0 5 SOk
TIPS, W exid BAE B AT RAR S, SR R IR AR

3.3. FHFE

Xof e B B 5 PR B AR O HH ] SGB R AZ RO BN S A DT IR 5] W P R BRI
EA AN T A B _E[5], DAL, 6P AR 4 0 28 T A A e S0 PR R 1) A Tl M A T R 2 R A B SR

1 3
PR P
Process flow T
Affinity ‘ S A 3 ‘
chromatography 1
—L | YEE] |
’ Acid treatment | 1
'L NAYE] *TJ—‘»).E,
Depth filtration | ‘ L }iL s ‘
! e
Anion exchange ‘ B 25 A (s ‘
chromatography

*CMC (Chemical Manufacturing Control) - 22 /7= T2, B, B, FaE Mt o5 2y 2Am Fourt, 225 M i Bk aE
WEBNES, R BRI E SR
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grfirs B3 B e A R I A AL TR, RSO . BN, B SCRCE IR R IR, S
K5 i SCAH ) 0 42 ] VA TR BEAT 30K, BLIA B8 3015 5 SCR] SO AL 20 S5 O RUR -

3.4. HEF

08 BT I S5 o TR L, BRI R S, (S AR ELAE 4 ik S it
PSR B R R S E T S . — T, AR EIR BAS R T, SRABA) TR
K e, DRI RG24 g — o) O Ry, AR LS Rk . PGB R EEIE S, EEAN U
FIrCA, 3 25 B A RS E BRI D, TR SEDOE S RIAE R, &SI EE.

1l 4

J5i3C: Table 10 Free thiols of DS02 and DWS03 by LC-MS

P 3 10 1L LC-MS 73 #t DS02 A1 DWS03 (7 2 57 =

rbT: B4 GEEE e <ot . RRCEE—H T
%1 5
JR S
BODY CAP
Code: 0326 Code: 0326
Name: PINK TINT OPAQUE Name: PINK TINT OPAQUE
PR
ik =i
IAWLLE 0326 IAWLE 0326
L F IRANGV ST EEIN L F W4T N325 BH i

ST S i LR R o 0 B, JR “BODY” Bl “CAP” G AiEIA IV
AT CBET R R L TSR, FOCHIRL T BRSO T ELS T, AL e sk
VISR RS

3.5. #5iF

FERE V245 ST A RL ST B R R R b, A L8 J5SCRT DU 3, A L8 U PR e DU A i 5 R IE 2R
ANTRI T TE i S —— X o X U 5 i B R 2 v — b B B AR T BUR BT, RAGBEI sl g, S
SCHTHEIA o F PR T BRI L L RSN PR (6] Horh iRl R AL BTSSR AR HE 1
24 S TE ST RS R A P TR RO

%l 6

J5i3C: report with one decimal place

BESC: R R LN

%17

Ji3C: —70°C, 0.5 mL in 3 mL glass vials

PEX: ~70°CFH 0.5 mL ST 3 mL ISR

%18
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JE: DS batch 112902 was diluted on 06 Dec 2017 to final formulated bulk, batch 112960

P DS bR 112902 T 2017 4F 12 5 6 B R R AR E W, ik 112960

Irbre Bl 6 thAiAl “with” BEREON T EhiE “ORER T o B 7 PAIE “in” BN T AN CRERE” B 8
Hof R A R IR SE SN T DOETR I EES . b, BEAGERfLE T ERR R EE, mH
AT SCHE AT & HHTERIRIE I, 5 T B
4. B

2 AR S P 2 PR ) HE A 5 7 B 50 2R B 1 245 o 90 T R T A ] P N R P A i i
524, Bk, B SIS R D25 M RHEI R 5 R RS I B By MRS, S
RIRESCRIAAER . Lol BV, (ERIRANILRIE . BEH . R . EAER1%E BIRAE B R A e 2
WE BT PAFA IR JE.

S E 3wk
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