Dr.Reddy’s €&

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDHKAT AHAJIU3A
Product Ibuclin Express (Ibuprofent+Paracetamol), powder for oral solution, 400 mg + 325 mg
[Tponykt U6yxmn® Dxcnpecc (uGynpodeH + napaneramon), TOPOLIOK AJIs IPUrOTOBNIEHHS PacTBOpa
J1s npHeMa BHYTpb, 400 Mr+325 mMr
Batch No. / : V2301805 Batch Quantity / : 17123 units /
Cepust Ne O6beM napTHH 17123 epuHULL
Analytical Report No. / : 890001690598 Date of Analysis / 1 30.09.2023
AHanuTHdeckuit otyet Ne JlaTa aHanmmza
Date of Manufacture / : Sep-2023 Date of Expiry / 1 Aug-2025
JlaTa npon3BOACTBa I'opgen no
Analysis performed according ND / Ananus nposeaen no HJI: JII1-007239-300721
ONe Test / Iloka3zaTeL Result / Pe3yJabsTaThl ‘ Specification / Hopma
1 |Description / Onucanue White powder, with a|White to off-white powder, with a
characteristic odor. /| characteristic odor. / [Topoiuok ot 6enoro
[Mopouiok Genoro 1Bera c| A0 MOYTH 6€JI0ro LBETa, ¢ XapaKTEPHBIM
XapaKTepHbIM 3al1axoM. 3aMaxoM.
| ——— ] — |
2 |Reconstituted solution / Colourless solution with a|Colourless solution with a characteristic
BoccranoBaennslii pacTBop haracteristic odor, with small| odor shall be observed, may have small
amount of suspended particles.| amount of suspended particles. /
- appearance / onucanue BecupsetHplfi  pacTBOop c| becuBeTHbIt pacTBOp € XapaKTEPHBIM
XapaKTEPHBIM  3alaxoM, C| 3allaxOM, C BO3MOXHBIM COJepXKaHHEM
HeGOoMbLINM KOJIHYECTBOM | HEOOMBILIOTO  KOJMHYECTBA  B3BEILECHHBIX
S B3BEILICHHBIX YACTHL. YaCTHIL.
- Color of the solution / Complies / Color intensity of the solution does not
yeemuocmsp COOTBETCTBYET exceed color intensity of reference standard
Bo. / PacTBOp nmomxeH OBITH OKpalleH HE
- 6oJjiee HHTEHCUBHO, YeM 3TajloH Bo.
3 |Dissolution time / 00 min 58 sec/ 00 muH 58 cex| Not more than 5 min. / He 6osee 5 MuH.
Bpemsi pacTBopeHust
4 |pH of solution / pH pacTBOpa 6.5 5.8t07.8./0t15,8 no7,8.

Remarks : The Product confirms to ND/
IIpumeuanne: [Ipoaykr coorBercTBYeT TpeboBanusam HJ

Conclusion : APPROVED /
3axkmoyenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loxgrorosneHno: Santosh [TpoBepeno: Pardeep Kumar Onobpeno: Menekep / PykoBoaurenb
Kumar Maurya w Abhishek Chauhan \I\_/

Reprint Date / Reprint Date / Reprint Date /

Jata: 30.09.2023 Hata: 30.09.2023 Hara; 30.09.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

— Ibuprofen / ubynpogen

— Paracetamol / napauemamon

CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIN3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoaykr W6yxmun® Dkenpecc (16ynpoden + napaueramont), NOPOIIOK /s IPUTOTOBJIEHHS PacTBOpPa
JUIA TpueMa BHYTph, 400 mr+325 mr N
Batch No. / 1 V2301805 Batch Quantity / : 17123 units /
Cepus Ne O6neM napTuu 17123 equHULI
Analytical Report No. / : 890001690598 Date of Analysis / : 30.09.2023
AHanutuueckuii oruet Ne JlaTa aHanuza
Date of Manufacture / : Sep-2023 Date of Expiry / : Aug-2025
JlaTa mpon3BOJCTBA T'ogen o
Analysis performed according ND / Ananus nposenen mo HJI: JITT-007239-300721
O0Ne Test / Ilokazarenb | Result/PesyasraTn Specification / Hopma N
5 [dentification / IlogaunnocTs Complies / The retention times of the main peaks in the
CooTBeTcTBYET chromatograms of test solutions should
d) by HPLC./ BIKX | correspond to those in the chromatograms of
— Ibuprofen / ubynpocen 'reference  standards  solution (Assay
section). / BpeMsl ynepx UBaHUST OCHOBHBIX
— Paracetamol / napauemamon TIHKOB HA XPOMATOrpaMMax HCHBITYEMBIX
pacTBOPOB  JIOJKHBI ~ COOTBETCTBOBATh
BpeMeHaM YAePKUBAHHS
COOTBETCTBYIOL[UX OCHOBHBIX IHKOB Ha
XpoMaTorpaMMax pacTBOpa CTaHOapTHBIX
obpaszuoB  (pazmen  «KonuuecTBeHHOE
OTIPENIENIEHHER). |
B) by HPLC-UV / BOXX-Y® Complies / When carrying out the "Assay" test, the
CooTBETCTBYET UV spectra of the test solutions should

correspond to those of ibuprofen and
paracetamol standard solutions. / Ilpu
npoeefeHnd  Tecta  «KonuyecTBeHHOE
onpenenenuey» YD-CeKTpsl UCHBITYEMBIX
pacTBOPOB JOJDKHBI COOTBETCTBOBaTh Y -

CIIeKTpam CTaHAApPTHBIX pacTBOPOB
ubynpodeHa u napaueramorna.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

Ipumeuanue: IIpoaykt cooTBeTcTBYeT TpeboBaHusM HJI 3akmoyenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

[MoarorosneHo: Santosh ITposepeno: Pardeep Kumar Opnobpeno: Menepzkep /\PykoBoauTenb

Kumar Maurya ) Abhishek Chauhan \& \

Reprint Date / Reprint Date / Reprint Date /

Hara: 30.09.2023 Hara: 30.09.2023 Hara: 30.09.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CiIN: L85195AP1984PLC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIN3A

Product Ibuclin Express (IbuprofentParacetamol), powder for oral solution, 400 mg + 325 mg
IIpoaykt U6yxnur® Dxcnpece (ubynpoden + napaieTamor), NOPOLIOK s IPHTOTOBIEHUS PacTBOPa

IUIS TpyeMa BHYTpb, 400 Mr+325 mr
Batch No. / 1 V2301805 Batch Quantity / : 17123 units /
Cepus Ne Obnem napTuu 17123 epunun
Analytical Report No. / : 890001690598 Date of Analysis / 1 30.09.2023
AnanuTHYeckuii oTueT Ne Jlata aHanuza
Date of Manufacture / 1 Sep-2023 Date of Expiry / . Aug-2025
JlaTa npouzBoacTBa l"ogeH no

Analysis performed according ND / Ananu3 nposegen no HJI: JI[1-007239-300721

Specification / Hopma

PoncreBeHHble IpUMeCH

- ibuprofen / ubynpogpen

- paracetamol / napauyemamon

Below LOQ (LOQ =0.04 %) /
Huxe npenena
KOJTHYECTBEHHOTO
onpeneneHusa (IIKO = 0.04%)

Below LOQ / Hike npenena
KOJIMYECTBEHHOT O
onpeeNeH sl

Below LOD (LOD = 0.01 %) /
Huxe npenena obHapyxeHus
(II0=0.01 %)

ONe | Test / IlokaszaTeJb Result / Pe3yabTaTsl a
6 |Particle size / Pasmep yacTui 100 % Particle size less than 2 mm — not less
than 95 %; / Yactui pazmepom mMeHee 2 MM
| — He MeHee 95 %;
91 % Particle size less than 0.25 mm — not less
than 60 %. / 4acTuI] pa3MepoM MeHee
0,25 MM — He meHee 60 %.
7 |Water/ Bona 5.1% Not more than 8.0 % w/w. / He 6onee 8,0 %.
8 |Related substances / R

Individual unidentified impurity - not more
than 0.15 %. / Enqunau4nas
HeHJeHTHOULMPOBAHHAS IPHMECH - HE
6oinee 0,15 %.

Total impurities - not more than 0.5%. /
CymMma npumMeceti - He 6onee 0,5 %.

Impurity K - not more than 0.15%. /
[Tpumeck K - He 6onee 0,15 %.

Remarks : The Product confirms to ND/

Ipumeuanne: [Iponykr coorsercTByeT TpeboanusaM HI

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosieHo: wsh IIpoeepeHo: Pardeep Kumar Onobpeno: Menemxep APykosoanTeNnb
Kumar Maurya / /A4t t Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date /

Hata: 30.09.2023 Hara: 30.09.2023 Hara: 30.09.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUD®HUKAT AHAJIN3A
Product Ibuclin Express (Ibuprofent+Paracetamol), powder for oral solution, 400 mg + 325 mg
Ipomyxt U6yknua® Dxcnpece (M6ympodeH + napaeramon), MOPOLIOK JUisl IPUTOTOBJIEHHs PacTBOpa

JU1A TpueMa BHYTpb, 400 Mr+325 mr
Batch No. / 1 V2301805 Batch Quantity / : 17123 units /
Cepust Ne O6beM napTiu 17123 eauHuIs
Analytical Report No. / : 890001690598 Date of Analysis / 1 30.09.2023
AHanutudeckuit otyet Ne Jlata aHanuza
Date of Manufacture / : Sep-2023 Date of Expiry / : Aug-2025
JlaTa npou3BoACTBa T'onen no
Analysis performed according ND / Ananu3 nposeaen no HJI: JII1-007239-300721

[ ONe | Test / Iloka3zaTesnb Result / Pe3yabTaTnl Specification / Hopma

Below LOQ (LOQ = 0.05 %) /
Huwxe npenena
KOJNMYECTBEHHOTO
orpenenenus (ITKO = 0.05%)

Individual unidentified impurity - not more
than 0.10%. / Enunnunas
HenAeHTH(hULUPOBaHHAS IPUMeECH - He
6onee 0,10 %.

Total impurities - not more than 0.5%. /
Cymma npumeceii - He 6onee 0,5 %.

Below LOQ / Huxe npenena
OJINYECTBEHHOT O
onpeneaeHus
9 |Uniformity of dosage units / N
OaHOpOIHOCTH JO3HPOBAHHSA
- ibuprofen / ubynpogen 23
- paracetamol / napayemamon 25

Acceptance value (AV) should not be more
than 15.0. / Ilokazatens NpUeMIEMOCTH
(AV) nomxkeH 6bITh He Honee 15,0.

Acceptance value (AV) should not be more
than 15.0. / TToka3arens DpueMIIeMOCTH
(AV) nomxeH 6b61Th He 6onee 15,0.

Remarks : The Product confirms to ND/

Ipumeyanne: [Tpoaykt cooTBeTcTBYeT TpeboBanuam HJI

Conclusion : APPROVED /
3akuouenne: OJIOBPEHO

Jara: 30.09.2023

Hara: 30.09.2023

Prepared by / Checked by / Approved by: Manager/Executive /
TTAroTORTEHN: .’}ani'nsh ITparepena; Pardeep Kumar Onofipera: Meremxep /\PYKOBOOHTENE
Kumar Maurya ﬁ_ Abhishek Chauhan \
Reprint Date / Reprint Date / Reprint Date /

Jarta: 30.09.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s €3¢

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIN3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg -+ 325 mg
[Ipoayxt U6ykmuu® Dxcnpecc (ubynpodeH + napaneramoln), HOPOLIOK s IPUTOTOBIEHNS pacTBOpa
JUTS TpHeMa BHYTPb, 400 mr+325 mMr
Batch No. / 1 V2301805 Batch Quantity / : 17123 units /
Cepust Ne O6bem naptuu 17123 eauHuLy
Analytical Report No. / : 890001690598 Date of Analysis / : 30.09.2023
AHajauTHyeckuii otueT No Jlata ananuza
Date of Manufacture / : Sep-2023 Date of Expiry / . Aug-2025
Jlata nponsBoncTBa I'ogen no
Analysis performed according ND / Ananus nposezex no H: JIIT1-007239-300721
0N Test / IlokaszaTenn . Result / PesynsTaThl Specification / Hopma R
10 | Microbial limits /
MukpooHoorHUecKasi YHCTOTA NIL CFU/g / a) Total aerobic microbial count - not
KOE/r more than 1000 CFU/g. /
OO6111ee YHCIO a3pOOHBIX MUKPOOPraHHU3MOB
- He 6onee 1000 KOE/T.
NIL CFU/g / b) Total combined yeasts and mould -
KOE/r not more than 100 CFU/g. /
Ob1iee YMCIO APOAOKEBHIX M TMJIECHEBBIX
rpubos - He 6osiee 100 KOE/T.
Absentper 1 g/ c) Escherichia coli - shall be absent per 1 g./
OrtcyrcTByer B Ir [Escherichia coli - oTcyTcTBHE B 1 T.
11 | Assay / KoauvecTBenHoe '
omnpeeeHne
- ibuprofen / ubynpogpen 397.7 mg (99.4%) / 1360.0 mg to 440.0 mg of CisHisO2
397.7 mr (99.4%) (ibuprofen) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 360,0 mr 10 440,0 Mr
Ci3HisO, (ubynpoden) (or 90,0 % no
' 110,0 % oT HOMHHAJIBHOTO COJIEPKaHMUs) B
OJIHOM TTaKETHKE.
- paracetamol / napayemamon 326.7 mg (100.5%) / 2925 mg to 357.5 mg of CgHoNO;
326.7 mr (100.5%) (paracetamol) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 292,5 mr 10 357,5 M
CsHoNO, (mapaueramon) (ot 90,0 % mo
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: [Tpoaykt coorseTcTByeT TpeboBanusM HJL 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Tloarorosneno: Sanfosh ITposepeno: Pardeep Kumar Opobpeno: Menemxep /PykoBoaNTEND
Kumar Maurya @ Qf‘/ Abhishek Chauhan \\
Reprint Date / Reprint Date / Reprint Date /
Hata: 30.09.2023 Hara: 30.09.2023 Hara: 30.09.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
[pomyxT N6yxnun® Dxenpecc (ub6ynpodeH + mapanetamosn), HOPOLIOK AJIsi IPUTOTOBJIEHUs pacTBOpa

JUIS ipUeMa BHYTpb, 400 Mr+325 mr

Batch No. / 1 V2301805 Batch Quantity / 1 17123 units /
Cepus Ne O6beM napTHu 17123 equnung
Analytical Report No. / : 890001690598 Date of Analysis / : 30.09.2023
AHanmTHyeckuit otyeT Ne JlaTta aHanu3a
Date of Manufacture / : Sep-2023 Date of Expiry / : Aug-2025
Jata npousBoacTea Fogen no

Analysis performed according ND / Ananu3 nposeser no HJI: JITI-007239-300721

¢donbra/IIOHIL). Ilo 9
NaKETHKOB BMeECTE c
WHCTpYKLHEN o
| IPUMEHEHHUIO B naiKy
KapTOHHYIO.

material (laminated
paper/LDPE/aluminum
foil/LDPE). 9 sachets and
patient information leaflet in
carton pack. / Ilo 5 r B
NaKeTHKe u3
KOMOMHHPOBAHHOTO
MaTepuana (JJaMHHUpPOBaHHAs
Oymara/TIDHII/anromuaneBast

ONe Test/ TokasaTennb Result / PesynrTaThi Specification / Hopma
110,0 % OoT HOMUHaANBHOIO COAEPIKaHUs) B
OJIHOM IaKETHKE.

12 |Package / YnakoBka 5 ginasachet of a combination|5 g in a sachet of a combination material

(laminated papet/LDPE/aluminum
foil/LDPE). 6 or 9 sachets and patient
information leaflet in carton pack. /TTo 5t B

MaKEeTHKe i3 KOMOMHHUPOBAHHOTO
MaTepuana (lTaMHUHHpOBaHHAS
Oymara/TISHII/anroMuHnEBast

donera/I[IOHII). Ilo 6 umM 9 nakeTHKoB
BMECTE C MHCTPYKUHEH IO NPUMEHEHUIO B
NayKy KapTOHHYIO.

13 |Labeling / MapkupoBKka

According to ND. / B cootsercTBuu ¢ HJI.

14 |Storage conditions /

Xpanenue

Store below 25 °C. / TTpu Temnepatype He Bitte 25 °C.

Shelf life / Cpok rogaocTn

2 years. / 2 rofa.

Remarks : The Product confirms to ND/

ITpumeuanue: IIpogykT cooTBeTCTBYET TpeboBanmusam HJI

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Prepared by /
IToarorosneHo:
Kumar Maurya

Checked by /
[Iposepeno: Pardeep Kumar

L -

Approved by: Manager/Executive /

Onobpeno: Menemicely / PykoBonTtens
Abhishek Chauhan \\

L—_]

Sa;ﬁo;.h
2
Reprint Date /

Jara: 30.09.2023

Reprint Date /
Jara: 30.09.2023

Reprint Date /
Hara: 30.09.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJINU3A
Product Ibuclin Express (IbuprofentParacetamol), powder for oral solution, 400 mg + 325 mg
IIpoaykr U6yknun® Dkcnpecc (ubympodeH + napaueramon), IOPOLIOK IS IPUTOTOBJIEHHUS PacTBOpa

IS npueMa BHyTph, 400 Mr+325 mr N

Batch No. / 1 V2301805 Batch Quantity / : 17123 units /
Cepus Ne O6beM napTuu 17123 equHuLy
Analytical Report No. / : 890001690598 Date of Analysis / 1 30.09.2023
AHanuTrHieckuii otuet Ne Jara aHanuza
Date of Manufacture / : Sep-2023 Date of Expiry / . Aug-2025
Jara npon3Boacrea T'ozmen no

Analysis performed according ND / Ananu3 nposeseH no HJI: JITT-007239-300721

API name / HaumenoBaune A®C:

Ibuprofen sodium dihydrate /
H6ynpodeHa HaTpust AUTUAPAT

Paracetamol / 1lapaneramon

npousBoauteas I'JIdD:

INN / MHH: Ibuprofen / U6ynpoden Paracetamol / [Tapanieramon
API manufacturer batch number / SB1F0061 APAPE2023060681
Howmep cepun nponssoautensi APC:

FP Manufacturer API Batch number /

Homep cepum cy6cTannuu FEQA00014 FEQAO00328

API Manufactured by & country /
IIpoussogurear APC, cTpaHa:

BASF Corporation, USA /
BAC® KopnopeiimH, CITHA

Granules India Limited, India /
I'panynec Unnus Jlnmuten, Mapus

Remarks : The Product confirms to ND/
IIpumeuanue: [IponykT cootBercTByeT TpeboBarusM HJ|

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

HJarta: 30.09.2023

Jata: 30.09.2023

Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorosneno: Santosh IIpoeepeno: Pardeep Kumar Onobpeno: Menemiep / Pykosogurens
Kumar Maurya r&_f_ ! Abhishek Chaulian

Reprint Date / Reprint Date / Reprint Date /

JHata: 30.09.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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