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HRPFTHFAALDOAD. FRBICBFELEL. EFEBRETVAIILR (HIV) ICBRLTVETL HIVIE BERLA
WTHET DL, BEEORBERATLZHETZ L THOI EFIFHEELCHAICHDID P T LRI BREREFR
SERE (AIDS) ISETIRABEMNA BN £923, HIVX AIDS ZARIT B35 EH D AN, HIVAERIAEA
EHEZZEIFTVWET, BHE. HIVEEIER., AL40BEICRBLREREMRDPESNBZLSICELRZML FOYTILR
REMEHEDELIEIEATEERL OV TILREE (HAART) EEFBTZ N TEIETH, BEN HAART
ICRIGLAWSSIE. IOERREZALF L TERRONEZNBZIENHDEYT, TVTEILFRIF. HAART EERE
HEATIZMBREED 1 DTS IVIELFRIE MIAMLNRREOLSBEDFTRIAL. ERRTFRTT,

IVIELFREVDODLHARE LTERAT SO, REDREBRICH|TS HAART RZECARPOIVTEILTF
REEEELUVUDEBTIUNEETT, COF7FUTr—>3>/—hTlE. HPLC-UV/MS ZEBLT. TV 7L
FRZEE HAART OIRITONRILZAN—F 2. BERETEREOH I DMEICOVWTHALEY ., EY—FoE
IFHLWERTIEH D FEAD. HAART DREES LUOERICERTI 3RTOLIEIE. MDEBZRH. TVTEIL
FREBDDZLSICEMINTVEEALY, T5IC. MOHTETIE HAART DNRILERLICHEET 2 DIC 20 9k
KPMHBIENRINTVETH, SEI6 HUATHBEEZRT TIFE L, TSI, Waters™HPS IZ, /O KIS
T4—ICBTBLRARYZABTICOBNZIATEMDHIEFE L BRVERRBERTF ROBEERERET 5 LHRS
nTuxylo,

RERTT A

2 b v 2 BB RO
FEER T > 7 EJLF RiE. SigmaAldrich (S X—UM. €2 rILAR) BEBALZLT. FILTIIELSLIUEY
TJZEIE. Selleck Chem (FFHXMEa—XbY) BhoBALEZLT, T/KREIN, STV TLNIY
ZE >, PNAEIFEIZ. Cayman Chemical (XY Fa—tyYMTZIN—=N—=) DSEANLE L. AV IA
BORBREIF. BALIMEDOABESLUVEICLI >TIEIETYT (FR1) . ARNKICIE. TRTOEERZEZEL X
L7co BERNEZFERL TREEREZARICABIEZIHEGDHD F LT
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A by OiRAEH FIREE

FIRENL (TEN) 1.25 mg/mL DMSO

7)\he) (ABA) 2.5 mg/mL BiiA A>7K

I>RJZAES (EMT) 5 mg/mL DMSO

527> (LAM) 5mg/mL DMSO

T IJEILFR (ENF) 1.25 mg/mL RiiA #4>7K/DMSO (50/50)
E474935E)L (BIC) 5 mg/mL DMSO

KILFJ5E)L (DOL) | 5 mg/mL DMSO

x1 AV IBRR. ENEIhD I XFRIEOKS. RE. EALLEREED) X b
DMSO IZY XFILAIKRFL RTY

Ay OB KRIEF2°C~8°C THRFL E L7, DMSO OMENFMEDTDH. A by IBARIMEEREERTEKLLEL
foo BEBRBROARZITSFNIC. BRLIERA My VBRZABBEICFEHEUIEE LT,

AT LEEERESMNORAR:

ALY UBRES% 7ERZRUIL (ACN) BBBRA A VKTERLEL. R by IBRZEHDET. TRTODN
YRR 100 pg/mL K83 & 5 ICBRLE L (HIVERAWBERR) .

TBI. BRRTF ROHCOWTHTEOMEERRT 3D, T2 TELF KOAESTRERIER 4 1CHY

LEL7e COMERENG. T2 7 EILF RIBEREE 5% ACN SEB A 4 >k THRE 100 pg/mL ISR L THEML
L7 (TYTELF RBAMEER) .

BEMS LU EERFAERZERROAR

EhE HIVERSWZESN (TVTEILFRZERL) 1F 5% ACN BFRBEEFEA L T 250 ug/mLIZHR 3 K51
FAELFE Lo COBEREZ I5I25%ACN BG4 YKTHERL., SEAMPO HIVHL bOYAILREENEZE
NICDWTIEIERREBERT Y M EERLE LT

IVITELFRIZDOVWT, ERHOREBRZMNRICERLELe IVIEILFROFYIIL—2a Y REVZ—RIiF
. FT5%ACN BB A VkEFERBL TREE 1000 ug/mLOT Y JEILF FZEERARZAR L TERLELT.
DOIREHAEZ I S5IC5%ACN BERAFVKTHERL. TVTELFROTEIEARERRI Y F2ERL £ LT

COFEFEHE. MaxPeak HPS S AT LEREKRD AT Y L RARF—ILVHI AT LRI 2O DEERR (LOQ)
BREABOERICHERL LT,
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RIFREFL FOYAILREZRD UV IRKENBRREBZ D, 2 DOREZOMICERAL LS, #HE214nm
EIYITELFROTARTOEEEMICHER L. 260 nm IFHL FOYAILRERROEET—XICEALE L.

LC &4

SATAOEYNTYT Premier MaxPeak HPS HERODAT IV ARF =)

LC AT A : Arc™ Premier LC X7 A ACQUITY Arc™ LC X5
XBridge™ Premier Peptide BEH C,, XBridge™ Peptide BEH C,; XP, 3004,

h3h: 300A, 2.5 ym, 4.6 mm x 100 mm 2.5um, 4.6 mm x 100 mm

(RGES © 186009896) (REEFES : 186009075)

Waters™ Arc™ Premier 2998
TARIAA—RT L1188, 260 nm
BLUY 214 nm
AQUITY QDa EB=&HES.

it e8I 7.7 AP, 214
220.0 amu ~ 1250.0 amu ZZFv> g Lerdnm
J->8BFE:15V
FrESU—-EFE : 0.8kV

HILERE : 25°C

BYIIVRE : 25°C

FAE 5uL

TRIR 1.0 mL/%>

TZENE A - 10 mM FEE7>E-UA (pH 3. FEETHRERH)

ZENIE B : 7EhZIL

EBEI1>MO- Waters™ Empower 3.7.0

T—HfRMT Waters™ Empower 3.7.0
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(mL/43)

FIEASAE 1 98 2 ILEGESEE
3.4 1 70 30 6
385 1 52 48 6
3.6 1 52 48 6
5.5 1 48 52 6
5.6 1 20 80 6
8.6 1 20 80 6
8.7 1 98 6
1885 1 98 6

HERBESLUER

DEEEDER:

COPEIR. HIVEBRAMIZEERR ORBES K UDBICBEVWT, 6 BOFNCOT>TERYELDD £ L1, #HE
260 nm ICEWT. HIVEESYEBESKDOHL FOYAIIBEOERES & IFREFRERIDO %RSD 1F 1% FETLE (
R2HLU3) o BR214nm IZEVWT. HIVEEEYIZEERABTOI >V 7EILF ROERES &K FFD %RSD I& 1%
KE\TLI: (R4BLUV5) o

EYFJZEI (BIC) £ RILFTSFFEI (DOL) OROFYSIEEIF 1.3 TLAN BIC & DOL (G HIVAETHAS
NBEVIENZVSH. TOZLIE. HRABEROERADMICHELBZWITTT>2, KMlas LT 1b 2260 nm
LUV 214nm TO 6 EDFNDERFETI/OT NI ZLZRLTED. I > THOMEDEEZBREICIEIET 5
CEHTEET, 214nmM TR IVIELFROE—ZICEDAEIRL AR ZDNRBHSNET, R—X51>DT T
MIRTYTISOITY NEBMBEEDNY I T T TR/ A EBMOBEAEDEICEZHDT. HERT—RICR
5N3HDTY, IHICINEDOIVAOXR M S LIE. RSB AEREFERATICCOEEHERLTVET,
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[E 5375 IabSSEY  [7RnEn | RFSSEN es795EN

THSE |1350699.99 | 872933.47 | 671004.74 13631871 | 1997067.67 1659564.5
S 714.48 158.77 542.63 695.55 3250.12 2333.34
% RSD |0.01 0.02 0.08 0.05 018 0.14

& 2. & 260 nm TD 6 BDFENICHTB HIVEREREFOHRL OV
IWZREDOERDOER

RIS 7TJHEN 32T IANSSEY | PNBEN RVFISEN EI7I5EN
FE 171 2.03 2.42 3.01 5.24 5.32
BRERE 0.00 0.00 0.00 0.00 0.00 0.00
% RSD 013 0.1 0.10 0.05 0.04 0.04

K 3. BE260nm TD 6 BDFENICHT=D HIV EIZERK ORIFHHOER

I>IENFR
1B 385534.7

SRERAE 5322.58
% RSD 1.38

R4, KE214nm TD 6 BIDENICHT=S HIVEIZEREHROT >V TEILF
R OmEmBEDLE
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PRI R I>JELFER

5B 4.99
EERE 0.00
% RSD 0.02

R5 KE214nm TD 6 BIDFENICHT=3 HIVEZERARFROT Y TEILF
ROFRIFEEOER

1.30

3 5
!l 260 NM : ] 214 nm 3
3 110 3
= . T <
0.90 1004 &
i
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os0] = o
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= = @
i} B3 i
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o @
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0.60 o 0.50
= e 2
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<050 H o 0.40
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0.40 & 020
&
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0.00
020 -0.10
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J L
i -0.40
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B (59) b5 (59)

N la. K& 260 nm TD 6 BIDEANTESN HIVZEREFAROBERES/OT NI S Lo URARLEBSICOWVWTIE
R1ZBRBL TSIV,
M 1b. K& 214nm TD 6 BDFENTE SN HIVEZFEABOERES /OV I T L UXMLIEBSICOVWTIE
RK1ZBRBL TSIV,

IVT7EILFROEED:

IVI7ELFRIGFUVRHSBTHRETIEIN, IVIELFROBELEXB TR LOICEESHTEITVWE L, TV
TELFROHDFEIX4492g/mol TT ', "D/ I FI/LEEIXACQUITY QDa BEREBORERAEZBI TLET
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P IVTELFRICIEMzZ1124 DEBRAF W H B, BEEREL (m/z) ICBEL TERD 4 ETHNISE
COBRRTFREBRETZCANTEETEM, UTFIE. HVEEZERHO UV 2O M SLELUP M—2IL1F
>oARcISL (TIC) BESCICTIVIEILFRO—HomEr4>o0% IS4 (XIC) zRIBEHERI/OTH
IS LTYT (B2a~20) ,

2.00

T g " & UV 214 nm
IR ; 7 e Z g8 8a
Az - 3 c e
L e — N NS LEL 88
304074 TIC RITATAFvr>
B% 2e+074
1e+074
09+00—M Pl /\L
40000.0+ XIC (4491/4) = [1123 + H] m/z
C% 20000.0-]
0.0- e e—
1,50 2.00 250 3.00 350 4.00 450 5.00 550
ISR (493)

X 2a. BE 10 ug/mL O HIV EIZEABNORBEZRT 214nm O UV VOX I 5 L

X 2b. B 10 ug/mL @ HIV BEZERK D, RSTF4 T4 F > AF vy > E—RTOTIC VO
R4 ZAFN

N 2c. R>F bw B ACQUITY QDa BEHER[ZFERA L TRE 10 ug/mL DR TF Rz 1%
HI2MEEZRIELTVWD. TVTEILFROM/z TOXIC VOX IS 4

BN

HIVZE R EYIZEABPOEIIREZEEGEHICOVWTHAEBLE L, COEHRTFREBELFIRL FOTAILAED
BTLARYANRASIKBERBIIEZEZRBLT. TVIEILFROBEEIIMAICHBLE L. EOMBOEEMD
ERIZ. Empower3 DX v U JL—> a3 UBEICK 2EGEEMEFERAL THEL £ L, SFEEIREFEHRIZTTART
0.999 U ETLe CORMMEDEEEEIFEAETHD . REEEAKRICFERATI2 ¢ a2~RLTVWEYT (M3a b
£U3b) »
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6
FJARE )L 1.0 pg/mL ~ 250 pg/mL 4840615 )UHEIL 1.0 pg/mL ~ 250 pg/ml
S 3e+064 S
T 2006 T 208
% 1e+06 %
0e+00- H
e R2=0.9999| R2=0.9999
0.00 2000 4000 ‘60,00 80'00 100.00120 00140 00160 00180.00200 00220 00240.00 0.00 2000 40100 6000 80,00 100.00120.00140 00160.00180.00200 00220 0024 00
BE (pg/imL) RE (ug/mL)
=== = Ber0B—————
songe] 727 2 10 ugimL ~ 250 pgimL. RLFH5EIL 1.0 pg/mL ~ 250 pg/mL
. 2e406] =
2 2 4de+06+
e &
vE 1e+06- m 26406
& 06400 =
= R2=09999|  **] R2=0.9999
000 2000 40, DO 5000 80. 00 1000012000|4000|eo 0015000200 00220 0024000 000 2000 40. OO 6000 80 00 100 001200014“)001600018000200002200024000
poere R (pg/mL) RE (ug/mL)
e+
TARZHEX1.0 pg/ml ~ 250 pg/mL E5595E ) 1.0 pg/mL ~ 250 pg/mL
~ 1.5e+06 —~ de+064
=1 = |
= 106406 g
2e+06+
B 50605 e
=1 =}
0.0e+00: 0e+00
¢ R2=0.9999 . R2=0.9999
0. bO ZU‘UU 40‘00 60'00 SUIm 106 00126 001 Ad UUTSd UO1BO‘ 00206 00220‘ OOZAd 00 0. bO 20‘00 40'00 60'00 80‘00 106 001Zd DU1Ad 00160' 00180I 00206 OOZZd OUZAd 00
REE (ug/mL) RE (ug/mL)

3a. BESHE 1.0 ug/mL ~ 250 ug/mL @ HIV EZERBFOHML bOT 1 IIL AEDOKRE
42, 260nm TOER,

B

I I>JEIFR 7.5 yg/mL ~ 1000 pg/mL
g 4e+06]
Hm: 26+06-
= ]
0e+00- R2=0.9996

000 10000 20000 30000 40000 500.00 600.00 700.00 800.00 900.00 1000.00
=B (pg/mL)

I 3b. 32 7.5 pg/mL ~ 1000 pg/mL ich =3 T TEILF ROBREL, 214 nm TOEE

o

Premier E ATV L ARF—=ILRI AT LTEONIERDLLE:

CORMERERATYLARF—ILES ZF L MaxPeak Premier Y XF LOEATHEALIZE S, BRTF RS

fICHIT S MaxPeak HPS 727 /O —DREANEIEDICHD F Lo BEBRBEIC. TVTEILFROSRT LA

BEMFEREZ 10 BEIEANL £ Lo MaxPeak HPS OADBRMEOBVT -2ty FDES M. BRT 23%. BT

T10%EMLTWE L UTIC. BYATLOERZLEERLTVWET (R6 BLUN 4a ~ 4b)
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|IYJELFR | %RSD (n=10)

I 677418.26 0.30

=R 551538.96 4.87

_ 298178.02 0.31
FES

272415.4 4.53

£6. EE214nm TO 10 EDENICH3ITY 7 EILF RESMEERENC
SENZIVIEILFROEBESELUVEIDER, MaxPeak HPS () H&
ORFDRTVLAZRF—IL () =FEA,

0.10 -0.10
2 g
042 A S 012 B g
;
014 y 014 H
016 &
016
018
020 018
g% 020
024 022
02 024
028
- _ 0%
S < 028
032 e
03
036 032
038 034
040 036
042 038
044 040
046 042
048 o
0504 . : : : ] : . i ; : ; ; ; ; ; : . :
490 492 484 496 498 500 502 504 506 508 610 612 614 616 618 620 622 624 626 628 630
B5R (%) BSR (%)

X 4a. Premier MaxPeak HPS AT L () THLNIYIJEIILF REAMZEARICEEFNZI IV T7ELFRD
RENBIOT T T L

N 4b, RERDRAT VL ARF—IHIITL (B) THONEIVIJEILF REEUEEREIIEENS IV JEILF
FoRENZIOT TS L4

EERFADAEER:
TCEBAEML TV EH 5. MaxPeak HPS ¥ X F ATRBENEELTVWSLERET. CNEATET S
CEYRFLOLOQ EBAFE Lic, ERKREBNEBRRE (CH) ICEBE. LOQ ST FILx/ 1 XtbE EF

& o
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LTRAIETE £, Premier MaxPeak HPS & X7 LD LOQ 1Z# & #HE 3.5 ug/mL TL 7z COEERKEZRS X
F L2 10 EENL £ L7co Premier MaxPeak HPS & X7 LD &/ F L3t/ 1 Xtbid 142 TH D, LOQ DBITEIC
EREINZS TN/ A 102 EE>TVWET, REDRATF YL RARAF =B IT LTI, FYSTFIL5E/
1 XLblF 2.4 T, BERA (LOD) OREDHLEE=Z TR > TULWET, MaxPeak HPS ICL P EREH LUBIDJF
ILOEMA. LOQ DERICHES L TWEY (R5aHKTU5b) o

0.410
-0.396
o A B
-0.398]
0.414
-0.400
0.416
-0.402
-0.418
-0.404 ]
-0.420
-0.406 4
0.422
-0.408
%
0.424 2
2 =) ;
< 2 =2 04104 b5
-0.426 < H
! 0412 i
w
-0.428 z
-0.414
-0.430
-0.416
-0.432
-0.418
-0.434
-0.420
0.436
-0.422
-0.438
-0.424
0.440 +—— r T r r r r r . T T T T T T T T - T
490 492 494 49 498 500 502 504 506 508 610 612 614 616 618 620 622 624 626 628 630
B (53) KR (53)

& 5a. Premier MaxPeak HPS X7 Lx (8) THSNz. BRE35ug/mL DIV TEILF RO LOQ DRERMAEIOT
TS Lo 10 BIDFENICHIZZ YT FF L3t/ 1 XLbid 14.2 TL 7,
M50 ERDAT YL ZAZAF—IEI AT LISEANLTRESNA35ug/mL TV T ELFRORKRN IO TS
L (B) o 10EDFENCOEZFIS T FILE /1 XLhid 2.4 TL T

A

D7V —23>/—bTlE HAART BEKUVIVTELFROPHD IO DEHEME THREDH 3 DIEDRR
ICDOWVWTEHBBLTVWE Y, UVIREE LU ACQUITY QDa HE2RHBICL IRV F vy I MSHREEFBI S ick
D, DHEHD 6 DURICHES LUBEINE LT MaxPeak HPS YV a—> 3> Tk, TV 7EILF RODIICE
WT, RRDRATYLARF—IIEITLLERLT, 7OYMN 5704 —E—J0ERK. 83, $LULENER
EAmELTVWELT:

MaxPeak™ High Performance Surfaces (HPS) ZFIB L7cEMARTF ROV T EILF RH KT HAART Efﬁé:ﬁzd)ﬁ*ﬁq1
&



ZE 3k

1. UNAIDS.Global HIV & AIDS Statistics — 2020 Fact Sheet.2021. Available from:

https://www.unaids.org/en/resources/fact-sheet <https://www.unaids.org/en/resources/fact-sheet>

2. Centers for Disease Control and Prevention.HIV Basics.2019. Available from:

https://www.cdc.gov/hiv/basics/index.html <https://www.cdc.gov/hiv/basics/index.html>

3. Centers for Disease Control and Prevention.AIDS and Opportunistic Infections.2019. Available from:
https://www.cdc.gov/hiv/basics/livingwithhiv/opportunisticinfections.html <

https://www.cdc.gov/hiv/basics/livingwithhiv/opportunisticinfections.html(>

4. Pan American Health Organization.Antiretroviral Therapy - PAHO/WHO | 2023.Available from:
https://www.paho.org/en/topics/antiretroviral-
therapy#:~:text=Antiretroviral%20therapy%20(ART)%20is%20treatment <
https://www.paho.org/en/topics/antiretroviral-

therapy#:~:text=Antiretroviral%20therapy%20(ART)%20is%20treatment>

5. National Institute of Health.Appendix B: Drug Characteristics Tables | NIH.2023 [cited 2023 Aug 11].Available
from: https://clinicalinfo.hiv.gov/en/guidelines/hiv-clinical-guidelines-adult-and-adolescent-arv/drug-
characteristics-tables?view=full#table7 <https://clinicalinfo.hiv.gov/en/guidelines/hiv-clinical-guidelines-

adult-and-adolescent-arv/drug-characteristics-tables?view=full#table7>

6. National Institutes of Health.Enfuvirtide - Patient | NIH.2023. Available from:
https://clinicalinfo.hiv.gov/en/drugs/enfuvirtide/patient <
https://clinicalinfo.hiv.gov/en/drugs/enfuvirtide/patient>

7. PubChem.Enfuvirtide.National Center for Biotechnology Information.2023. Available from:
https://pubchem.ncbi.nlm.nih.gov/compound/Enfuvirtide <
https://pubchem.ncbi.nlm.nih.gov/compound/Enfuvirtide>

8. Charbe N, Baldelli S, Cozzi V, Castoldi S, Cattaneo D, Clementi E. Development of an HPLC-UV Assay Method
for the Simultaneous Quantification of 9 Antiretroviral Agents in the Plasma of HIV-Infected Patients.Journal

of Pharmaceutical Analysis.December 2016.6(6):396-403.

9.D’ Avolio A, Siccardi M, Sciandra M, Lorena B, Bonora S, Trentini L, et al. HPLC-MS Method for the
Simultaneous Quantification of the New HIV Protease Inhibitor Darunavir, and 11 other Antiretroviral Agents

in Plasma of HIV-Infected Patients.Journal of Chromatography B.November 2007.859(2):234-40.

MaxPeak™ High Performance Surfaces (HPS) ZFIB L7cEMARTF ROV T EILF RH KT HAART E%:ﬁ:@ﬁ*ﬁo%z
&


https://www.unaids.org/en/resources/fact-sheet
https://www.unaids.org/en/resources/fact-sheet
https://www.unaids.org/en/resources/fact-sheet
https://www.unaids.org/en/resources/fact-sheet
https://www.cdc.gov/hiv/basics/index.html
https://www.cdc.gov/hiv/basics/index.html
https://www.cdc.gov/hiv/basics/index.html
https://www.cdc.gov/hiv/basics/index.html
https://www.cdc.gov/hiv/basics/livingwithhiv/opportunisticinfections.html
https://www.cdc.gov/hiv/basics/livingwithhiv/opportunisticinfections.html
https://www.cdc.gov/hiv/basics/livingwithhiv/opportunisticinfections.html
https://www.cdc.gov/hiv/basics/livingwithhiv/opportunisticinfections.html
https://www.paho.org/en/topics/antiretroviral-therapy#:~:text=Antiretroviral%20therapy%20(ART)%20is%20treatment
https://www.paho.org/en/topics/antiretroviral-therapy#:~:text=Antiretroviral%20therapy%20(ART)%20is%20treatment
https://www.paho.org/en/topics/antiretroviral-therapy#:~:text=Antiretroviral%20therapy%20(ART)%20is%20treatment
https://www.paho.org/en/topics/antiretroviral-therapy#:~:text=Antiretroviral%20therapy%20(ART)%20is%20treatment
https://www.paho.org/en/topics/antiretroviral-therapy#:~:text=Antiretroviral%20therapy%20(ART)%20is%20treatment
https://www.paho.org/en/topics/antiretroviral-therapy#:~:text=Antiretroviral%20therapy%20(ART)%20is%20treatment
https://clinicalinfo.hiv.gov/en/guidelines/hiv-clinical-guidelines-adult-and-adolescent-arv/drug-characteristics-tables?view=full#table7
https://clinicalinfo.hiv.gov/en/guidelines/hiv-clinical-guidelines-adult-and-adolescent-arv/drug-characteristics-tables?view=full#table7
https://clinicalinfo.hiv.gov/en/guidelines/hiv-clinical-guidelines-adult-and-adolescent-arv/drug-characteristics-tables?view=full#table7
https://clinicalinfo.hiv.gov/en/guidelines/hiv-clinical-guidelines-adult-and-adolescent-arv/drug-characteristics-tables?view=full#table7
https://clinicalinfo.hiv.gov/en/guidelines/hiv-clinical-guidelines-adult-and-adolescent-arv/drug-characteristics-tables?view=full#table7
https://clinicalinfo.hiv.gov/en/guidelines/hiv-clinical-guidelines-adult-and-adolescent-arv/drug-characteristics-tables?view=full#table7
https://clinicalinfo.hiv.gov/en/drugs/enfuvirtide/patient
https://clinicalinfo.hiv.gov/en/drugs/enfuvirtide/patient
https://clinicalinfo.hiv.gov/en/drugs/enfuvirtide/patient
https://clinicalinfo.hiv.gov/en/drugs/enfuvirtide/patient
https://pubchem.ncbi.nlm.nih.gov/compound/Enfuvirtide
https://pubchem.ncbi.nlm.nih.gov/compound/Enfuvirtide
https://pubchem.ncbi.nlm.nih.gov/compound/Enfuvirtide
https://pubchem.ncbi.nlm.nih.gov/compound/Enfuvirtide

10. Birdsall R, Kellet J, Ippoliti S, Qing Yu Y. Increasing Recovery and Chromatographic Performance of
“Acidic” Peptides Using Waters ACQUITY Premier Solution.Waters Application Note.720007173.2021.

11. Buck MA, Olah TA, Weitzmann CJ, Cooperman BS.Protein Estimation by the Product of Integrated Peak Area
and Flow Rate.Analytical Biochemistry.Nov 1989.[cited 2023 Aug 11].182(2):295-9.Available from:
https://www.sciencedirect.com/science/article/abs/pii/0003269789905976?via%3Dihub <
https://www.sciencedirect.com/science/article/abs/pii/0003269789905976?via%3Dihub>

12. U.S. Food and Drug Administration.Reviewer Guidance, Validation of Chromatographic Methods.FDA U.S.
Food and Drug Administration.2018. Available from: https://www.fda.gov/regulatory-information/search-fda-
guidance-documents/reviewer-guidance-validation-chromatographic-methods <
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/reviewer-guidance-

validation-chromatographic-methods>

13. Instrument Specifications ACQUITY QDa Detector.Waters Corporation; 2016 [cited 2023 Aug 11].Available
from: https://www.waters.com/webassets/cms/library/docs/720004799en.pdf <
https://www.waters.com/webassets/cms/library/docs/720004799en.pdf>

14. Chang D, Kolis SJ, Linderholm K, Julian TF, R. Nachi, A.M. Dzerk, et al.Bioanalytical Method Development
and Validation for a Large Peptide HIV Fusion Inhibitor (Enfuvirtide, T-20) and Its Metabolite in Human
Plasma Using LC-MS/MS.Journal of Pharmaceutical and Biomedical Analysis.2005 Jul 1;38(3):487-96.

15. International Conference on Harmonisation of Technical Requirements for Registration of Pharmaceuticals
for Human Use Ich Harmonised Tripartite Guideline Validation of Analytical Procedures: Text and
Methodology Q2(R1). /ICH.November 2005 .Available from:
https://database.ich.org/sites/default/files/Q2%28R1%29%20Guideline.pdf <
https://database.ich.org/sites/default/files/Q2%28R1%29%20Guideline.pdf>

Vi)a—2 3 Ui HEE S

ACQUITY Arc & X7 L <https://www.waters.com/134844390>

Arc Premier > X7 L <https://www.waters.com/waters/nav.htm?cid=135083359>
2998 74 hH A4 A—R 7L+ (PDA) %428 <https://www.waters.com/1001362>
ACQUITY QDa B £t 8§ <https://www.waters.com/134761404>

Empower VOX bJ 57« —F7—42 > X7 L <https://www.waters.com/10190669>

MaxPeak™ High Performance Surfaces (HPS) ZFIB L7cEMARTF ROV T EILF RH KT HAART Egﬁnﬁzd)ﬁ*ﬁU%
&


https://www.waters.com/nextgen/jp/ja/library/application-notes/2021/increasing-recovery-and-chromatographic-performance-of-acidic-peptides-using-waters-acquity-premier-solution.html
https://www.sciencedirect.com/science/article/abs/pii/0003269789905976?via%3Dihub
https://www.sciencedirect.com/science/article/abs/pii/0003269789905976?via%3Dihub
https://www.sciencedirect.com/science/article/abs/pii/0003269789905976?via%3Dihub
https://www.sciencedirect.com/science/article/abs/pii/0003269789905976?via%3Dihub
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/reviewer-guidance-validation-chromatographic-methods
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/reviewer-guidance-validation-chromatographic-methods
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/reviewer-guidance-validation-chromatographic-methods
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/reviewer-guidance-validation-chromatographic-methods
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/reviewer-guidance-validation-chromatographic-methods
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/reviewer-guidance-validation-chromatographic-methods
https://www.waters.com/webassets/cms/library/docs/720004799en.pdf
https://www.waters.com/webassets/cms/library/docs/720004799en.pdf
https://www.waters.com/webassets/cms/library/docs/720004799en.pdf
https://www.waters.com/webassets/cms/library/docs/720004799en.pdf
https://database.ich.org/sites/default/files/Q2%28R1%29%20Guideline.pdf
https://database.ich.org/sites/default/files/Q2%28R1%29%20Guideline.pdf
https://database.ich.org/sites/default/files/Q2%28R1%29%20Guideline.pdf
https://database.ich.org/sites/default/files/Q2%28R1%29%20Guideline.pdf
https://www.waters.com/134844390
https://www.waters.com/waters/nav.htm?cid=135083359
https://www.waters.com/1001362
https://www.waters.com/134761404
https://www.waters.com/10190669

720008072JA. 2023 £ 10 A

/N

© 2024 Waters Corporation. All Rights Reserved.
MR 724N —BREFY V7 7vF— 7 v F—RIERE

MaxPeak™ High Performance Surfaces (HPS) ZFBALIEMRXTFRODIY T EIILF RE KT HAART E%:ﬁ:@ﬁ*ﬁ?‘l
&


https://www.waters.com/#
https://www.waters.com/1000245
https://www.waters.com/1000241
https://www.waters.com/1000238
https://www.waters.com/nextgen/jp/ja/about-waters/careers.html
https://www.waters.com/134982469
https://www.waters.com/#
https://www.waters.com/#

