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Al
£ COVID-19 & 1EHAE, R&EMEINRLN (PCR) F&E ILAVIZHT
FEm 2 A FREGNZ S TFE SARS-CoV-2, PCR #MF
FZEERTIZHE RNA/DNA 59F, XD FERRAN BRI
NRRIPIZEFRN SRR T SIS El, XL BTN EHE
Bl WREIHAEEETNINT RNA/DNA BEAREHIABRR
Haxin, ARTERTSE. £MEFHARMAEIE, I
EILF, FERIBZERONBHEIRILM, SZEHRHE
R mEInE EARNEMREE T, WIT GMP (cGMP) ME
BN (AR EDHERREENR) BT EREZERNR
B, ENEMLEAEBEZEREFIEZEFSINERFER#E.
SRRBEFEBRERERNE B,

EARMNAERT, FH8 Agilent Vaya NS RIEER S HEIER
g (—fmFRRAEEN) ST /IMBETERERER
W E LR, MERARDSREMEANES (ICH) 15
M Q11 FriR, XEBZERRARAEREME. ZOMEN
BIEPATE cGMP £ EH, HI8XiEaeB FEBEAN TS
RS EWET/ XD EMAY R R

RIEHER—MTESAZSHAHNEEMAERMINIERAR
RIHIBEN—MHAFERER, TEEILIEIRMDNFE DT
WSS NG R B L I RS ME BT SR SC LA M. K 2 32 AR &R
BEANB. HHREERNHE USP <858> BERHHIE HIEA
USP <1858> &1k — B S5EE, KUNZIE EP 2.248 &
T, FEZEBENZE 0421 HABARLHM (G4 11, JP XVI)
55226 T, XEHHENATHSHIENEXRER. FER
R NBRMREBERFBXNAE, LUSHEANMNRERST
B MEXLEHATTA, RISHIBIEAD THIE GAPLIIME
B M—FENEEAR, AT RSN G4
AT, IR T ETEUSEFAMBAFAEY, MR
Vabz i CIErlk

1[[12

SORS B—MfSHHBERMNASNERAK, TRATERE
izt

ERAFHABHISNE (EIRAESRISE (CRS) #
TEENRAEFRZH CERFEEEN. EAUFEBERE
25 (NRZFBERREBIBM) RREERMEL. 7AMM, CRS
R FBEBAVBEHTIN, XIMFREREET SORS Bt
#l, SORS B—MEAZHINER R BN BABBEEINR
WA R, XENERBTHEESERR. ABRZHRHA
B, N7 FBASEERMM, SORS BERERGRE
HITMRAIENE, —RMAN “RE”, HEERKIE SN
KiE—%. m—RNENZ= “®WiE" 1B EUHRXETES
ONXIHES) , BEHER/LZER. MRENEEAEYER
By 7 FOEDRLLOINRFIRENE SR REREN T
fii” yig. AEMEIRETIERBEENANTY L, HFH
SENRNEFEERHFITIER. fli, WFZERARDPH—KE
FLHE, THEMBRRRAMEISEAENE S TN s #ITAEY =
TR,

ZRTEHEEENRE SORS
ZROCHE T RBEE AT cGMP IFIEMFHEI{ SORS
1B — Agilent Vaya, TEZYRERIEER, BILIEA Vaya
BIERHR N IR R IR EE MR, Vaya &F SORS
BEAR, BoEAREBRTHESEANNEHARSEET EmE
FEFL SEMAMR s MEMEBEETHYEEE (B 1),
EHRITAREE. THEBE. TEMshAR2E, WAFEEEE,
Vaya #f SORS &AM TR EIRENET, MRS
RPN ENEH RIS T, TR UKD DTS
LA (NIEXTBRZMER. UBERWAN S RAES) , R4
SETEEEREY. CEILFEARMRELGNAD LUIEA
Vaya SRELHITIRIRIE, #UNBIRBIRIBATRANEF, 1H
tb2F, EARARLISM LIS CRS, X—IIZAlRERE/L
PN



B 1. Agilent Vaya IS X IE RG] U F BiIF M E RRIEBZERRER

ZMERE Vaya

BEYTEFRNFRABRALAENE R, NEEEMEHRN
DFRIEREAR (BIFEPLOIMLELIN) ZRFBEMELMH
EEMARSZE, W Vaya, MFNEERANT EEE—FE
BENBEBRE, EASHMK, AILUBIFERS (EE)
5 30 KNEIENBFEIF (FUM) BRREFTEHRE, LUE
MERAE. RIENIRRINEBM RS, BIhAER.
S5HEERANALM AR (A1i%) FM/HRIIEETE. 7
TEEFERIFER. REUEAMEI LR G4E0E, Vaya BEX
FrEEBHAEM (CFR) 2 21 &% 11 & (21 CFR Part 11) A
GMP ZRMINEE, Vaya ETRISNETE 5 EH &M IEER
FEERBFEERTTATTE USP <1225> Tf ICH Q2 (R1) E3RAY
CIE P

FERIFERF, LU AFN A E5EPNEMIIE 5%
HIRNNE, URIEREFEEEFAR (B2) .

Ite5h, BT LAFI AR PRI AN BA M BR A SR 75 A AR E A
Mt (B 3) o Vaya BIEAAMRAEHRR: BEEPEBIE
HREE R E A BB, BTSSR, LIk ATEE
HANCENENSERUNCFER, BFHEERENE, 7
cGMP &¥IMMEITAE, WIFEREIESIRENEHINBER
IBHAThEE,

A Validation Scan Results

A Method Assessment

215ep21,11:14 & FPr

DMT DABZ PHOSPHORAMIDITE V1
Method Result  LMCScore  RZScore
A DMT 20 METHYL RABZ PH(Pass 0.914 0.910
B Method Assessment
DMT DABZ PHOSPHORAMIDITE V2
Method Result LMCScore  R?Score

No similar methods detected

2. Al XRREFPERRY DMT-dA(bz) IWEERLRR TS 3£ #H T2
BE, (A) EANEMUERZE, (B) EAMEMLFR (B DMT-20-F
BorAbz) WHEERRR) 2/

21Sep21,12:3 & Fpr

Spectra Result

Method: DMT 20 METHYL RABZ PHOSPHORAMID...
Sample ID: 2021_09_21_1107_1
Date/Time: 21 Sep 21, 11:07

Expected Result: Pass
Actual Result: Pass

Add Comment Disable

280ct21,08:41 & FPr

B Validation Scan Results

Spectra Result

Method: DMT 20 METHYL RABZ PHOSPHORAMID...

Sample ID: 2021_09_21_1224 3

Date/Time: 21Sep 21, 12:24

Expected Result: Fail
Actual Result: Fail

Add Comment Disable

B 3. DMT-2'0-F£-rA(bz) T BEELRZEY (A) BRIEBEEUIIAA (B) FAMEHE
SRS R



EHEG, B4/ RENBEERNERMERERIA (PQ BLUEAHRE
. Vaya BIE—MRANEER (B 4) , HWEIAIRE
USP <858> 1 EP 2.2.48 B EFIRKERE. KERBELL
KB THER B R FE RN ZR M BE R

System Check

06May21,10:43 & Fr = %

System Check Instructions

Test Piece ID: JAN02-22 g

Attach test piece to Vaya's
nose cone then press laser ' B !
O

button to begin system check.

¥

El 4. FREARFKERR, AILURIE USP Ml EP EREMGE
Agilent Vaya B2 & R A 14BE

ERNENERBMHEMERETEENEENN, FTUES
BB IIEXLET £, SORS HISNIE/ESMNEURTF O
ML FARN, MAR NIR BESZEDTYIERE MR
e, HEUIEETHIT AL

HECER, LFEHFBIEEIER Vaya FITZIES. B
BB (BN “HAERE” , B 5 ERMENTAL
ERIZH IR EEXHER, BIFRARBF BB EMMTE
BERHAITI.

A Batch Scan Results 215ep21,13:26 & Fpr

Spectra JEJIN Progress

Sample 1

Method: DMT 20 METHYL RABZ PHOSPHORAMID...
Batch ID: EX12387
Sample ID: 2021_09_21_1325_1

Add Comment  Finish Batch Next Sample

Batch Scan Results 215ep 21,13:28

Spectra JEJIN Progress

® Fail Sample 2

Method: DMT 20 METHYL RABZ PHOSPHORAMID...
Batch ID: EX12387
Sample ID: 2021_09_21_1326_2

Comment: Wrong container

Edit Comment  Finish Batch ~Rescan Sample Next Sample

c Batch Scan Results -

215ep 21,1327 FPr = %

NidieN Result Progress

R%0.268 / 0.852
i LMC: 0.268 / 0.739
1 Model —
7 ‘ Scan —
o e LRDANLD .l . . 1
350 680 1010 1340 1670 2000 cm-1

B 5. Agilent Vaya FIZtiE ARG F R BRETREES 0 I0IE
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DUt#H—F#IA (C)



SRISER Y

FTEREIBMARE MR TIIHM Sigma Aldrich 181, A&/
BREREMBTHEIRE MEIES X, FFRAXETTERN
T REEETIE IR ENRERERHITE M. N9 1
BZERAGIFBBEMAINE, EBIERZRARENENE
BEit. SMAEMEETWARPOMEHIT 10 XOBRES
BYTHIECIZ, FHROEIFBERMBI R E LA @A
AeMrER, LUREEENE. EHFRNIIEME, RIEFEH
RYEE M (BRETREAME) FMERANE (Bas
MAREZEMAED) SEMBERHITR. &E, ITHIAE
MRERNEEFEN, SHEZERINS MREHT =R,
BIZEBRFRN:

DMT-2'0-BF £-rA(bz) T BARERR

DMT-dA(bz)-CPG

DMT-dG(ib) T RkEfAR

- DMT-dT IERRERL

- DMT-dA(bz) I RAELAR

HR51ie

6 BT FBIRERIERRSN LB R R SR,
DMT-dG(ib) IEBEELAZ AN DMT-dA(bz)-CPG BIFEIETE 1000 cm’”’
1500 cm” KIFRMHBRANHIEESR, BRESZSHEMEOM
BEIZEHBRMEX DR, AT, SINEEHLRA=MEZER
(DMT-2'0-HE-rA(bz) LHEFAZ. DMT-dT L&k ELFZ AN
DMT-dA(bz) IL#fkAR) EBEIEEHEMAIIEE, XNFHFLE
RN RET A AR — Tk, L MEEH, X
SR ITNELRAIEETATEENIORFINESRE, KM
SRR SRS R,

— DMT-dA(bz) T BiEERE
— DMT-dT TERERRR
DMT-dG(ib) TeRAERAR
— DMT-dA(bz)-CPG
— DMT-2'0-FE-rA(bz) TREELAR
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7 RGP EI R B LIBT3 VR T 2R A T3 /&R A
BIAFRBER T, Vaya AKX D BZERICE. I
MIAFERER, ERATXIE K5I EM O 2By E N
FESZERN PRSI TEE M. WF— IR
BRI RE R, SREMNALRNE “BIXNH (BRE
=), RARFEDUHEMEFEENIM L, EIFT AL
X, BERBENZIABTRBEDER (ULBHRETR) ,
KRBT EPEWHRIF BRI R EIITR, BERR
FeER, ZMERBNAIMELZ BIF R RV RAM LA, EX
KERT, NRFRANEFHERMEEIBIIEFERM, L
BT LETEXS, Vaya AR A2 RARINEAME 29
FiE. BT AINIXEENINIEE, NSBAR B EE
BOEE, UKRINEEREE, ERtlRMEMEER.

IREIFIERARE DMT-2'0-BBE-rA(bz) TREELRL
RIS A DMT-dA(bz)-CPG
IREIRIEMRAE DMT-dG(ib) IRAELAZ
IREIRIERAR DMT-dT IERERLRE

IREIREMHE DMT-dA(bz) TEBEELRE
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IREWIERA DMT-dA(bz) TERAELRZ
IREIIEHERAY DMT-dG(ib) T RE:AR

R EIRIEMPA DMT-dT IEREELRR
I EIIEIRTE DMT-dA(bz)-CPG

B 7. SRR RN IR @ B AT B AR R bkl M i AE P

ERREME ] LU — A 75 AR R KRR, RILECEN
HBRSE. B 8 BT BRERENRTIkENER, H
SR AN IR N BYSE MM de s 73 7R T T U1, 158 T kSR
Mo XFBA Vaya B I BIFIIRE A X DA IWEE AL,

FIF Vaya HEE I KK

Bl — TR Vaya RISB RIERME, —S0RERERTE
FHEXEH (R®) MEEEEFR (LMC) IS RESZ,
WEDRFRABELNE, BA R BHSXETEANESR
Etn, ARARNFMRICE S ERRRIE E BBHE M.
LMC MFRHEMIIRE, LURSRARERS|IENRE. LMC &
TRBREAEL (BIDRYIEE) FEZIENNREH, HI
FEX LMC 1572895208,

IRERIERTPA DMT-2'0-BE-rA(bz) TWHEBEE
FEIFIEM PR DMT-dA(bz)-CPG
IREIFIEHH DMT-dG(ib) T RELRE

IRBIREMAE DMT-dT RSB AR

IREIREMHE DMT-dA(bz) TEBEELRE
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TREIRIBIARA DMT-dA(bz) IRAELAZ
IRBIFIERPH DMT-dG(ib) T BERZ

ARSI DMT-dT B
RRIFEMTA DMT-dA(bz)-CPG
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5 Agilent Vaya HISE RS, AIUMENIIEEZERIR
Bl NP EEERRR) , MEEF A S8, Vaya o] LURRIFE/REE
Kl HIRRONEZEIR, UkASERRIERRAZE M
TEEER, £/ Vaya B U/ I HRIIEEZEERA M
YRR
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1. USP <1858> Raman Spectroscopy- Theory and
Practice: Quote from Page 2/8 Section Qualitative and
Quantitative Raman Measurements/ Qualitative Raman
Measurements: Qualitative Raman measurements yield
spectral information about the molecular structure of
the sample.Because the Raman spectrum is specific for
a given compound, qualitative Raman measurements
can be used as a compendial identification test.See
Spectroscopic Identification Tests<197>

2. European Pharmacopeia Chapter: EP 2.2.48 Raman
Spectroscopy: When the Raman spectra of a sample and
the Reference Standard of a substance to be identified
are compared and both spectra exhibit similar scattering
intensities at the same Raman shifts, the identity of those
can be confirmed
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DE44483.199756944
FXHHER. HAMETNEEE, BASTE,
© BT (RE) BRAE], 2021

2021512 B 14 B, PEHAR
5994-4239ZHCN

FREZHEBNE 0421 T fSFER IR X FFmF
RNEHERCOEER. THERNNESRGT, Ll
HmSXWREIOAISEHHITIEXY, EHEE, RIER
HRsh, BIRlEEANR—HEY)

Japanese Pharmacopeia (Supplement II, JP XVII) section
2.26/ 5.1: When the Raman spectra of a sample and the
Reference Standard of a substance to be identified are
compared and both spectra exhibit similar scattering
intensities at the same Raman shifts, the identity of those
can be confirmed

European Pharmacopeia Chapter: EP 2.2.48: Record the
spectra of a suitable number of materials which present
typical variation (manufacturer, batch, particle size,
impurity profile, etc.) and comply with the requirements of
the monograph or established specifications. The number
and selection of samples in the database depends on the
specific application.Suitable mathematical pre-treatments
of the Raman spectrum may facilitate qualitative
comparison of spectra (e.g., baseline correction,
normalization, derivatives, cosmic ray removal). The
selectivity of the database that makes it possible to
identify a given material and distinguish it adequately from
other materials in the database is to be confirmed during
the validation procedure.The spectra of the material to be
examined can be compared with the spectral reference
library using chemometric methods (e.qg., similarity

and distance measures, classification methods); these
methods involve the set-up, assessment, and validation of
chemometric model by the analyst
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