QC0027/A0003-005

CEPTUDUKAT AHAJIN3A

Gland Pharma Limited T'OTOBBIN JTJEKAPCTBEHHBIN ITPEITAPAT Crp. 1m3 4
D.P.Pally, Hyderabad.
ITPEITAPAT : MAKCKAHJ, kaciopynrun, 50 mr .
(KACIIO®YHI'MHA ALIETAT JJIs1 UHBEKIIUU, 50 mr/dnakon, H/I ®UPMBbI)
KOJ : FLCAS-001005 CIHELHV®UKALIA Ne:
SFLCASRU-001005-05
Per. Ne OKK: : FP/25/G/193, FP/25/G/228 HOMEP KOHTPOJIbHOI
CEPUU: H/TT
JO3MPOBKA : 50 mr/nakon PBIHOK: Poccus
HOMEP CEPUU : A1480040 PA3MEP CEPUMN: 20 n
PA3MEP VIIAKOBKU : ®nakon s modunuzara u3 crekna tuna I, | JATA ITPOU3BOACTBA:
BMeCTUMOCTBI0 10 M1, ¢ TopiaoBuHON 20 MM. 03.2025
OBBEM UCIIBITYEMOI'O : 83 ¢pmakona CPOK I'OJJTHOCTH: 02.2027
OBPA3IIA
OBPA3IBI OTOBPAHBI JI. Bummny Bapaxanyny, Kapynakap JIATA OTBOPA OBPA3IIOB:
16.03.2025, 27.03.2025
Ne n/m HNCIIBITAHUSA CIHEIIU®UKALINN PE3YJIBTATHI
Benprii niu mouTH OeJIbIi THOPUIN3AT WITH JInopunuszupoBanHast
a. Ommmcanne
o puIM3upoBaHHAs Macca. Macca 6emoro nBera.
1. b. Onucanue N N [Ipo3paunslii, OecBETHBIN
IIpo3pauHslii, OECIIBETHBIH PACTBOP.
BOCCTaHOBJICHHOTO PacTBOpa pacTBop
¢. Bpems pactBopenus He 6onee 3 MmunyT 42 cexyHA
Y ®-creKkTpbl NOIIIOIEHUS UCIIBITYEMOIO
Wnentudukanms pacTBopa M CTAaHAAPTHOTO pacTBOpa
a) Metogom Kacno(yHruHa anerarta JTOJKHBI CooTBeTCcTBYET
Y®-cnekrpodoromerpun JEMOHCTPHPOBATh MAKCUMYMBI IpH 273 + 2 HM
(ctiexTpooTomMeTpus).
2. Bpewms yaep:xuBaHusi OCHOBHOTI'O IIMKA HA
XpoMaTorpaMMe MCIBITYyEMOTO pacTBOpa
JOJDKHO COOTBETCTBOBATH BPEMEHH
b) Merogom BOKX yAep>KUBaHHUS OCHOBHOTO IHKa Ha CooTBeTCTBYET
XpoMaTorpaMMe pacTBOpa CTAaHAAPTHOTO
obpasna kacroyHruHa amerata (pasaen
«KonmuecTBeHHOE OMIpEeIICHUEY ).
pH
3. (TocIie BOCCTaHOBIICHMS B 6,0-7,0 6,7
10,0 M1 BOJIBI 1151 MHBEKIIUI)
Hopwma B Teuenue
Hopwma nipu Beimmycke CpOKa TOTHOCTH
4 ConeprkaHue BOJBI METOJIOM 0.2 % (/)
KyJIOHOMETpHH He 6onee He 6onee
2,0 % m/m 3,0 % m/Mm
Bunumblie yacTHITBL: BunumMele yacTuIbt
Bunumblie 4aCTHIBI OTCYTCTBYIOT OTCYTCTBYIOT
Mexanudeckne BKIIOYCHHS. | HeppumMble 9acTHIIE
5. | (pu BOCCTAHOBICHNM B __ | (cueTHO-DoTOMETPHIECKHIT METOLT):
10,0 Mt BOZIBI JU1st HHBEKITHI) CpeHee KONMYECTBO YaCTHIL] HA KOHTEHHED,
nuametp gactur > 10 mxm: He 6osree 6000 94
> 25 mxMm: He Oonree 600 02
6. CTepuibHOCTh JlomxkeH OBITh CTEPHIIbHBIM. CootBeTcTBYET

®opwmar Ne: GPL/QC/F0259-05/04-24
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CEPTUDUKAT AHAJIN3A

Gland Pharma Limited T'OTOBBIN JTJEKAPCTBEHHBIN ITPEITAPAT Crp. 2 m3 4
D.P.Pally, Hyderabad.
ITPEITAPAT : MAKCKAHJ, kaciopynrun, 50 mr .
(KACIIO®YHI'MHA ALIETAT JJIs1 UHBEKIIUU, 50 mr/dnakon, H/I ®UPMBbI)
KOJ : FLCAS-001005 CIHELHV®UKALIA Ne:
SFLCASRU-001005-05
Per. Ne OKK: : FP/25/G/193, FP/25/G/228 HOMEP KOHTPOJIbHOI
CEPUU: H/TT
JO3MPOBKA : 50 mr/nakon PBIHOK: Poccus
HOMEP CEPUU : A1480040 PA3MEP CEPUMN: 20 n
PA3SMEP YITAKOBKU : ®nakon s modunuzara u3 crekna tuna I, | JATA ITPOU3BOACTBA:
BMeCTUMOCTBI0 10 M1, ¢ TopiaoBuHON 20 MM. 03.2025
OBBEM UCIIBITYEMOI'O : 83 ¢pmakona CPOK I'OJJTHOCTH: 02.2027
OBPA3IIA
OBPA3IBI OTOBPAHBI JI. Bummny Bapaxanyny, Kapynakap JIATA OTBOPA OBPA3IIOB:
16.03.2025, 27.03.2025
Ne n/m HNCIIBITAHUSA CIHEIIU®UKALINN PE3YJIBTATHI
7 BakrepuanbHbie He Gonee 5,0 ED/Mr kacriodynruna Memnee 1,536 ED/mr
9HIOTOKCUHEI Kacno(yHTHHA
8 OnnopoaHocTs no3upoBanus | [lokaszarens npuemiieMoctd (AV) 10DKeH OBITh 11
’ (pacyeTHO-BECOBOH METO/) He Goutee 15,0. ’
Hopwma B Teuenue cpoka
Hopwma nipu Beimmycke
KonuuecTBeHHOE TOAHOCTH
oTpeieieHne KacroQyHTuHa 95,0-110,0 % o 90,0 — 110,0 % oT 101,7 % oT 3asiBIEHHOTO
9. merogom BOXKX 3as1BJICHHOT'O 3asIBJICHHOTO COZICpKaHHA
3asiBICHHOE COEpKaHUE: KOJIHUECTRA CozepKaHHs 55,504 mr/¢pnakon
54,6 Ml“/(i)J'IaKOH 51,87 _ 49’14 _
60,06 mr/dnakon 60,06 mr/dnakon
PozCTBEHHBIE IPUMECH HopMma npH BBITTycKe Hopwma B Teqenne cpoka
metonoM BAXX TOIHOCTH 0,287 %
[Ipnameck By + By He 6osee 0,60 % He 6osee 1,0 %
Jumep 1 xacnodyHruna He 6onee 0,30 % He 6omnee 0,50 % 0,067 %
Hwxe npenena
KOJINYECTBEHHOTO
Humep 2 xaciopyHTHHA He 6omee 0,30 % He 6omee 0,50 % ompeneneHus (mpeaen
KOJIMYECTBEHHOTO
onpenenenust = 0,037 %)
Hwxe npenena
10 KOJINYECTBEHHOT O
" |IIpumeck ¢ RRT okomo 1,90 He 6ouee 0,30 % He 6omnee 0,50 % onpeaeneHus (mpeen
KOJINYECTBEHHOT O
onpenenenus = 0,037 %)
Hwxe npenena
IIpumecs ¢ RRT oxoro 1,49 He 6omee 0,30 % He 6omee 0,50 % oOHapyxeHuUs (Tpenen
obnapyxenus: 0,012 %)
Hwxe npenena
ST KOJINYECTBEHHOT O
HEUICHTH(QUITUPOBAHHAS He 6omnee 0,2 % He 6oiee 0,2 % onpeAe/eHus (1pesien
DHMECE KOJINYECTBEHHOT O
p onpenenenus = 0,037 %)

®opwmar Ne: GPL/QC/F0259-05/04-24
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CEPTU®UKAT AHAJIU3A
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Gland Pharma Limited T'OTOBBIN JTJEKAPCTBEHHBIN ITPEITAPAT
D.P.Pally, Hyderabad.
ITPEITAPAT : MAKCKAHJ, kaciopynrun, 50 mr .
(KACIIO®YHI'MHA ALIETAT JJIs1 UHBEKIIUU, 50 mr/dnakon, H/I ®UPMBbI)
KOJ : FLCAS-001005 CIHELHV®UKALIA Ne:
SFLCASRU-001005-05
Per. Ne OKK: : FP/25/G/193, FP/25/G/228 HOMEP KOHTPOJIbHOI
CEPUU: H/TT
JO3MPOBKA : 50 mr/nakon PBIHOK: Poccus
HOMEP CEPUU : A1480040 PA3MEP CEPUMN: 20 n
PA3SMEP YITAKOBKU : ®nakon s modunuzara u3 crekna tuna I, | JATA ITPOU3BOACTBA:
BMeCTUMOCTBI0 10 M1, ¢ TopiaoBuHON 20 MM. 03.2025
OBBEM UCIIBITYEMOI'O : 83 ¢pmakona CPOK I'OJJTHOCTH: 02.2027
OBPA3IIA
OBPA3IBI OTOBPAHBI JI. Bummny Bapaxanyny, Kapynakap JIATA OTBOPA OBPA3IIOB:
16.03.2025, 27.03.2025
Ne n/m HNCIIBITAHUSA CIHEIIU®UKALINN PE3YJIBTATHI
Cymma npumecei He 6omnee 3,0 % He 6oiee 3,0 % 0,57 %
Hopma rpH Bhintycke Hopwma B Teuenue cpoka Hwuxe npenena
Coepskanne STuICHMaMuHa TOJTHOCTH KOJIMYE€CTBEHHOTO
11. MeToxoM BOKX omnpeneneHus (npenesn
He 6omee 0,20 % He 6omnee 0,30 % KOJMHCCTBCHHOTO
onpenenenust = 0,028 %)
UcneiTanue
BOCCTAHOBJICHHBIX PaCTBOPOB
(TIp¥ BOCCTaHOBJICHHUH C
nomolnsko 10,5 M1 Bogs! st IIpocTo pactBOpa
nnbekuuit) [Ipospaunocts COOTBETCTBYET
pacTtBopa: MPO3PaYHOCTH PABHOTO
N IIpo3pauHocTh pacTBOpa HE JOJDKHA
BoccranoBnenHslit pacTBop 00BeMa BOJIBI ISt
12. OTJIMYATHCA OT MPO3PAYHOCTHU TAKOTO Ke N .
HE JIOJKCH OBITh OTYCTIUBO . UHDBEKIUH, cofepxKalencs
00BbeMa BOJIBI JIJIsl MHBEKIUH.
MEHee NPO3pPavHbIM, YeEM B QHAJIOTMYHOM COCYJE U
TaKO K€ 00BbEM BOIBI IS HCCJIEIOBAHHOMN
WHBEKIUH, COIepKAIIHIICS B aHAJIOTMYHBIM 00pa3oM.
TaKOM e COCyze U
HCCIIETIOBaHHBIN
aHAJIOTMYHBIM 00pazoM
IIBeTHOCTH pacTBOpa L = e menee 95,0 99,83
(pu BOCCTaHOBJICHHUH C _
ucnons3zoBanueM 10,5 mn a = or -2,00 n0 +2,00 0,02
BOJIbI JIJIS1 UHBEKIIHH )
a) C moMompro B
13. | cnexrpogoromerpa Ultra b=07-2,00 110 +2,00 +0,06
Scan Pro
. MHTEeHCHBHOCT OKpaIINBaHHUS PacTBOpa OxparieH MeHee
b) Meromom BU3yalbHOM
OLEHKIL JIOJDKHA OBITH BBIpaXKEHA HE OOJIBINE, YEM Y WHTEHCUBHO, YEM PacTBOP
pacTtBopa cpaBHeHus Y6/BY6 cpaBHeHUs Y6
14. | AHOManbHas TOKCUYHOCTH JomxkeH ObITh HETOKCHYHBIM CootBeTcTBYET

®opwmar Ne: GPL/QC/F0259-05/04-24
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CEPTUDUKAT AHAJIN3A

Gland Pharma Limited T'OTOBBIN JTJEKAPCTBEHHBIN ITPEITAPAT Crp. 413 4
D.P.Pally, Hyderabad.
ITPEITAPAT : MAKCKAHJ, kaciopynrun, 50 mr .
(KACIIO®YHI'MHA ALIETAT JJIs1 UHBEKIIUU, 50 mr/dnakon, H/I ®UPMBbI)
KOJ : FLCAS-001005 CIHELHV®UKALIA Ne:
SFLCASRU-001005-05
Per. Ne OKK: : FP/25/G/193, FP/25/G/228 HOMEP KOHTPOJIbHOI
CEPUU: H/TT
JO3MPOBKA : 50 mr/nakon PBIHOK: Poccus
HOMEP CEPUU : A1480040 PA3MEP CEPUMN: 20 n
PA3SMEP YITAKOBKU : ®nakon s modunuzara u3 crekna tuna I, | JATA ITPOU3BOACTBA:
BMeCTUMOCTBI0 10 M1, ¢ TopiaoBuHON 20 MM. 03.2025
OBBEM UCIIBITYEMOI'O : 83 ¢pmakona CPOK I'OJJTHOCTH: 02.2027
OBPA3IIA
OBPA3IBI OTOBPAHBI JI. Bummny Bapaxanyny, Kapynakap JIATA OTBOPA OBPA3IIOB:
16.03.2025, 27.03.2025
Ne n/m HNCIIBITAHUSA CIHEIIU®UKALINN PE3YJIBTATHI

15. | YmakoBka

[To 50 Mr kaciodyHr1Ha BO (yiakoHe u3
6ecuperHoro crekina | tuna (. CILA)
BMeCTUMOCTBIO 10 MJI, YKyOpeHHOM
PE3MHOBOI POOKOH, 00KaTOM CBEPXY
AIOMAHHUEBBIM KOJIITAYKOM C
MpEeAOXPAHUTENHHOM IJIACTUKOBOM KPBILIKOM.
ITo 1 pnakoHy ¢ HHCTPYKITHEH 11O IPUMEHEHHUIO
MOMEIIAIOT B MMAYKy KapTOHHYIO.

ITo 50 mr kacroyarHa
BO (IakoHE U3
GecuperHoro crekia | Tuma
(®. CIIIA) BMECTUMOCTBIO
10 M1, yKynnopeHHOM
PE3UHOBOI1 TPOOKOH,
00>XaTOM CBEpPXY
ATIOMUHHUEBBIM KOJITaYKOM
C TIPEAOXPAHUTEITHHON
TJIACTUKOBOW KPBIIITKOM.
ITo 1 dmakony c
WHCTPYKLIUEH 110
TPUMEHECHUIO TIOMEIIAoT B
HayKy KapTOHHYIO.

16. |MapkupoBka

Cornacno H/|

17. | XpaHneHnue

IIpu Temneparype 2—8 °C

18. | Cpok rogHocTH

2 rona

Hpumeuanus: YTBEPKJIEHHBINA/ OTBPAKOBAHHBIM 06pasen c00TBETCTBYET / He COOTBETCTBYET
tpeboBanusam cnemuduranuu: SFLCASRU-001005-05

Amnanu3 npoBeneH B cootBeTcTBur ¢ HJI:
JITT1-005460-110419 (u3menenue Ne 1 ot 12.07.2019, mamenenue Ne 2 ot 31.07.2020, usmenenue Ne 3 ot 09.04.2024)

MOATrOTOBJIEHO /noonucano/
JATA: 26.05.2025

ITPOBEPEHO /noonucano/
JATA: 26.05.2025

YTBEPXJIEHO /noonucano/
JATA: 26.05.2025

®opwmar Ne: GPL/QC/F0259-05/04-24
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CERTIFICATE OF ANALYSIS

= Page 1 of 3
Gland Pharma Limited FINISHED PRODUCT ¢
D.P.Pally, Hyderabad.

PRODUCT : MAXCAND caspofungin 50 mg

(CASPOFUNGIN ACETATE FOR INJECTION IH, 50 mg/vial)

CODE

: FLCAS-001005

SPECIFICATION No.: SFLCASRU-001005-05

QC Ref. No.

: FP/25/G/193, FP/25/G/228 INSPECTION LOT No.: NA

STRENGTH : 50 mg/vial

MARKET : Russia

BATCH No. 1 A1480040

BATCHSIZE :20L

PACK SIZE

neck.

: 10 mL Type I clear glass lyo vial with 20mm

MFG. DATE 1 03/2025

SAMPLE QTY : 83 Vials

EXP. DATE :02/2027

SAMPLED BY : D.Vishnu Vardhanudu, Karunakar SAMPLING DATE : 16/03/25, 27/03/25
S. No. TESTS SPECIFICATIONS RESULTS
i hite 1 ilized
a. Appearance whiie] (@] S white] lydphilized poweer for White lyophilized mass

lyophilized mass

b. Appearance of the

L . ] A clear colorless solution. A clear colorless solution
reconstituted solution
c. Dissolution time Not more than 3 minutes 42 seconds
2. Identification
a) By UV spectrophotometer UV absorption spectra of test solution and
Caspofungin acetate reference standard solution Complies
should demonstrate maxima at 273+2 nm
(Spectrophotometry)
The retention time of the main peak in the
chromatogram of test solution should correspond
b) By HPLC to the retention time of the main peak in the Complies
chromatogram of Caspofungin acetate reference
standard solution (section Assay).
pH
3. (On reconstitution with 6.0-7.0 6.7
10.0 mL of water for injection)
Release limit Shelf life limit
4. Water content by Coulometer Not more than Notmone than 0.2 % wiw
2.0 % wiw 3.0 % wiw
5. Particulate contamination Visible particles:
(On reconstitution with Free from visible particles Free from visible particles
10.0 mL of water for injection) | Sub-visible particles
(Light obscuration particle count test):
The average number of particles per container,
the diameter of which is greater than or equal to:
10 um: Not more than 6000 94
25 um: Not more than 600 02
6. Sterility Should be sterile. Complies

Format No.: GPL/QC/F0259-05/04-24
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CERTIFICATE OF ANALYSIS

Page 2 of 3

Gland Pharma Limited FINISHED PRODUCT
D.P.Pally, Hyderabad.
PRODUCT : MAXCAND caspofungin 50 mg
(CASPOFUNGIN ACETATE FOR INJECTION IH, 50 mg/vial)
CODE : FLCAS-001005 SPECIFICATION No.: SFLCASRU-001005-05
QC Ref. No. : FP/25/G/193, FP/25/G/228 INSPECTION LOT No.: NA
STRENGTH : 50 mg/vial MARKET : Russia
BATCH No. : A1480040 BATCHSIZE :20L
PACK SIZE 11 Ii)eg](L Type I clear glass lyo vial with 20mm MFG. DATE . 03/2025
SAMPLE QTY : 83 Vials EXP. DATE : 02/2027
SAMPLED BY : D.Vishnu Vardhanudu, Karunakar SAMPLING DATE : 16/03/25, 27/03/25
S. No. TESTS SPECIFICATIONS RESULTS
L 2
7. Bacterial Endotoxins NMT 5.0 EU/mg of Caspofungin ESThBn L= E'U/mg Gk
Caspofungin
g Uniformity of dosage units Acceptance value (AV) should be not more than
) (By mass variation method) 15.0. 1.1
" o 3o Release limit Shelf life limit
N A 95.0 %10 110.0 % of | 90.0%to 110.0%of | 101.7 % of labeled amount

Labeled amount: 54.6 mg/Vial

labeled amount

labeled amount

51.87 —60.06 mg/vial | 49.14 — 60.06 mg/vial 55.504 mg/vial
10. Related substances by HPLC Release limit Shelf life limit
Impurity B; + B» Not more than 0.60 % | Not more than 1.0 % 0.287 %
Caspofungin dimer 1 Not more than 0.30 % | Not more than 0.50 % 0.067 %
Bel g = =
Caspofungin dimer 2 Not more than 0.30 % | Not more than 0.50 % elow Quantificaiion;Linit

(Quantification Limit=0.037%)

Impurity at RRT about 1.90

Not more than 0.30 %

Not more than 0.50 %

Below Quantification Limit
(Quantification Limit=0.037%)

Impurity at RRT about 1.49

Not more than 0.30 %

Not more than 0.50 %

Below Detection Limit
(Detection Limit=0.012%)

Any other unspecified impurity

Not more than 0.2 %

Not more than 0.2 %

Below Quantification Limit
(Quantification Limit=0.037%)

Total impurities

Not more than 3.0 %

Not more than 3.0 %

0.57 %

Release limit

Shelf life limit

Ethylene diamine content by

Below Quantification Limit

11. : ; e
HPLC Not more than 0.20 % | Not more than 0.30 % | (Quantification Limit=0.028%)
12. Test for reconstituted solutions
(On reconstitution with 10.5
mlofivaterdonlojection) The reconstituted solution is as
Clarity of the solution: Solution clarity should not differ from the clarity

The reconstituted solution is
not significantly less clear
than an equal volume of water
for injection contained in a
similar vessel and examined
similarly

of the same volume of water for injection.

clear as an equal volume of
water for injection contained in
a similar vessel and examined
similarly

Format No.: GPL/QC/F0259-05/04-24
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= CERTIFICATE OF ANALYSIS bave 3 of3
Gland Pharma Limited FINISHED PRODUCT :
D.P.Pally, Hyderabad.
PRODUCT : MAXCAND caspofungin 50 mg
(CASPOFUNGIN ACETATE FOR INJECTION IH, 50 mg/vial)
CODE : FLCAS-001005 SPECIFICATION No.: SFLCASRU-001005-05
QC Ref. No. : FP/25/G/193, FP/25/G/228 INSPECTION LOT No.: NA
STRENGTH : 50 mg/vial : Russia
BATCH No. : A1480040 BATCHSIZE :20L
PACK SIZE 01 Ii)e::]ll(L Type 1 clear glass lyo vial with 20mm MFG.DATE - 03/2025
SAMPLE QTY : 83 Vials EXP. DATE :02/2027
SAMPLED BY :D.Vishnu Vardhanudu, Karunakar SAMPLING DATE : 16/03/25, 27/03/25
S. No. TESTS SPECIFICATIONS RESULTS
Color of solution L = Not less than 95.0 99.83
(On reconstitution with
13. 10.5 mL of water for Injection) | g =-2.00 to 2.00 -0.02
a) By Ultra Scan Pro
SpectaphGioMets b =-2.00 to 2.00 0.06
' Color intensity ott the solution should not exceed Less intensely colored than
b) By visual method the color intensity of the reference solution -

Y6/BY6

14. Abnormal toxicity

Should be non-toxic

Complies

15. Packaging

50 mg of caspofungin in a 10 mL type I clear
glass vial (USP) stoppered with rubber stopper,
crimped above with a flip-off cap. 1 vial and a

patient information leaflet in a carton.

50 mg of caspofungin in a 10
mL type I clear glass vial
(USP) stoppered with rubber
stopper, crimped above with a
flip-off cap. 1 vial and a patient

information leaflet in a carton.

16. Labeling

According to ND

17. Storage

At temperature 2-8 °C

18 Shelf life

2 years

2 / 1
Remarks: APPROVED / REJECTED sample complies / does not comply with specification: SFLCASRU-001005-05

Analysis performed according ND:

JII1-005460-110419 (amend Ne 1 from 12.07.2019, amend Ne 2 from 31.07.2020, amend Ne 3 from 09.04.2024)

PREPARED BY

3
DATE %165!15

CHECKED BY \us
DATE }9%6\0g g

APPROVED BY
¢ 9’/ “s
DATE - %%//‘;s .

26/05

Format No.: GPL/QC/F0259-05/04-24
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