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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS! : +91 98166 56001-02

CEPTUOUKAT AHAJIM3A"

ww.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon® Dkcnpece (keToponak) TableTKH, JUCOEPTHPYEMbIE B MONOCTH pTa, 10 Mr

Batch No / : V2200746 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0bem cepun 36,00,000 Tab
Analytical Report No / : 890001586654 Date of Analysis / 23.04.2022
AHaauTHYeCKUi oTyeT Ne JlaTa anaausza

Date of Manufacture / : April. 2022 Date of Expiry / Mar.2024
JaTra npon3BoicTBa T'onen no

Analysis performed according ND / Ananus nposenen mo HJI:
JIII-004929-011119 (amend Nel from 27.12.2021 / namenenue Nel or 27.12.2021)

Pagelof 7/Crp. 1u37

V®-criextpodoTomeTpus

No : ]
Ne Test / [TokasaTenb Results / PesyabTaThl Specification / Hopma
1 Description / Onucanue Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with "' debossed on one side. /
side. / Kpyrisie, riockue Kpyruble, nnockue Tabnetku ¢ dackoii,
TabneTku ¢ dackoii, cBeTIo- CBETJIO-XKEJITOrO LBETA C IPAaBHPOBKOM
KEJITOTO 1IBETA C IPaBUPOBKOM «» Ha OJTHOM CTOPOHE.
«» Ha OZHOM CTOpOHE.
2 Identification / IlognuHHOCTD -
Ketorolac / Kemoponak
a) ByUV/ Complies / CooTBeTcTBYET UV spectra of the test solution and

ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cniekTpsl
MOTJIOIIEHYS HUCIIBITYEMOTO pacTBOpa U
pacTBopa  cTaHAapTHoro  obpasna
KeTopoJlaka TpOMeTaMMHA  JOJDKHBI
HUMETh MaKCUMYMBI TIPY OIHOM U TO ke
IUTMHE BOJHBI (£ 2 HM).

Remarks : The Product conforms to ND/
Tlpumeuanue: [IponykT cooTBeTcTBYET TpeGoBaHusam HJT

Conclusion : APPROVED /
3axmouenue: OJJOGPEHO

Jara: 23.04.2022

[Hata: 23.04.2022

Prepared by / Checked by / Approved by: Manager/Executive /
Hogrorosneno: Pravesh Rana ITpoBepeno: Naresh Kumar Onobpeno: Menemxep / PykoBogurens
Kumar | Kusum Lata W

. C ~
Reprint Date / Reprint Date / Reprint Date /

Jara: 23.04.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel. 191 40 4900 2900, 6x: 191 40 4000 2099, Cmail: mail@drreddys.com

CIN: L85195AP1384PLCO04507
www.drreddys.com
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Ketopon® Okenpecc (keToponak) TabieTKH, AMCTIEPrHPYeMbIe B MONOCTH pTa, 10 Mr

Batch No / : V2200746 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0bem cepun 36,00,000 Tab
Analytical Report No / : 890001586654 Date of Analysis / : 23.04.2022
AHaJIHTHYECKHI 0TUeT No JaTa anajausza

Date of Manufacture / : April.2022 Date of Expiry / : Mar.2024
JaTa npon3BoacTBa I'onen no

Analysis performed according ND / Ananu3 nposenen no H/I:
JII1-004929-011119 (amend Nel from 27.12.2021 / nsmenenne Nel or 27.12.2021)
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No

No Test / [TokazaTesib Results / Pe3yabTaThl Specification / Hopma

b) By HPLC/B32XX Complies / CooTBeTcTBYET The retention time of the main peak on
the chromatogram of test solution
should correspond to that on the
chromatogram of ketorolac
tromethamine standard solution (Assay
section). / Bpemsa ynepxuBaHus
OCHOBHOI'0 MHMKa Ha XpOMaTorpamme
WCOBITYEMOTO  pacTBopa  JOJDKHO
COOTBETCTBOBATH BpEeMeEHHU
YIEpXXHBAaHHS OCHOBHOIO IIMKa Ha
XpoMarorpamme pactBopa
cTaHmapTHoro ofpa3na KeTopolaka
TpoMeTaMUHa (pa3nen
«KonuuecTBeHHOE OIpeneeHUe»).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: I[poaykr cooTBeTcTBYET TpeboBanuamM HJI 3akawuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moaroroeneno: Pravesh Rana IIpoeepeno: Naresh Kumar Onobpeno: Menemxep / PykosoauTtens

Kumar 'L @ Kusum Lata _Na.—

Reprint Date / Reprint Date / Reprint Date /
Hara: 23.04.2022 Hara: 23.04.2022 Jara: 23.04.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 191 10 1900 2000, faa (01 10 1000 3000, Emaili mail@drraddyc.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

CERTIFICATE OF ANALYSJS! : +91 98166 56001-02

CEPTUD®HAKAT AHAM3Awww.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkcnpecc (keToposnak) TabieTku, AMcneprupyembie B osiocTv pra, 10 Mr

Batch No / : V2200746 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0bemM cepuu 36,00,000 Tab
Analytical Report No / : 890001586654 Date of Analysis / : 23.04.2022
AHaJIHTHYECKHH oTueT Ne JlaTa anaanza

Date of Manufacture / : April.2022 Date of Expiry / : Mar.2024
Jata npou3BojacTBa Togen mo

Analysis performed according ND / Ananu3 nposenen mo H/I:
JII-004929-011119 (amend Nel from 27.12.2021 / u3menenne Nel ot 27.12.2021)

Page3 of 7/Crp. 337
1;.:) Test / [ToxazaTe/n Results / Pe3ynbraThl Specification / Hopma
3 Identification Complies / CooTBeTCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
HoanunHocTh butylhydroxyanisole peaks on the
OYTHIITHAPOKCHAHU30JT chromatogram of the test solution

should correspond by the retention times
to  2-butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the
chromatogram of butylhydroxyanisole
standard solution
("Butylhydroxyanisole content"
section). / Bpemena ynepxuBaHuA
NMHKOB  2-OyTUICHMAPOKCHAaHH30JIa U
3-0y TUATHOPOKCHAHHU30JIa Ha
XpomarorpaMmme HUCTIBITYEMOTO
pacTBopa JOJDKHB COOTBETCTBOBATh
BpeMEHaM yIEPKUBAHUSA MUKOB

2-6yTUNTUAPOKCHAHN30TA U
3-0y TUIrHApOKCHAHHM30I1a Ha
XpoMaTorpaMmme pacTBOpa
CTaHJApTHOTO obpasua
6yTUnruApoKCHaHH301a (paznen
«CoaepxaHue

OYTHITHIPOKCHAHU301a%).

4 Average weight / Cpeanss
Macca

70.0 mg/ 70.0 Mr

67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Ot 67,2 mr o 72,8 mr (70,0 Mr+ 4,0 %).

Remarks : The Product conforms to ND/
ITpumeuanue: [IponykT cooTBercTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3axmouenune: OJJOBPEHO

Hara: 23.04.2022

Harta: 23.04.2022

Prepared by / Checked by / Approved by: Manager/Executive /
Iloarorosneno: Pravesh Rana [Ipoeepeno: Naresh Kumar Onobpeno: Menemxep / P‘ KOBOANTEND
Kumar @b— Kusum Lata ér)g‘;’z/’
Reprint Date / Reprint Date / Reprint Date /

Hata: 23.04.2022

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

CIN: L85195AP1984PLC0O04507
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

CERTIFICATE OF ANALYSIS : +91 98166 56001-02

CEPTHO®HUKAT AHAJIA3A"WW-drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

IIpoaykr: Keropon® Okcenpecc (keToponak) TabieTKy, JUCNEprupyeMble B TIONOCTH pTa, 10 Mr

Batch No / 1 V2200746 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001586654 Date of Analysis / 23.04.2022
AHaguTHYeCKHi oTUeT No Hara anagm3sa

Date of Manufacture / : April.2022 Date of Expiry / : Mar.2024

Jata npon3BoacTBa T'onen no

Analysis performed according ND / Anasn3 nposenen no HJ:

JII1-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel ot 27.12.2021) N
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No

No Test / Iloka3aTenn

Results / PesynsTaTbl

Specification / Hopma

Uniformity of weight /
OaHopogHOCTHL Macehl

Complies / CooTBeTCTBYET

18/20 tablets - not more than + 10 %
2/20 tablets - not more than = 20 % /
18/20 Tabnetok — He Oonee * 10 %
2/20 TabneTok — He Gonee £+ 20 %

5 Disintegration time /
PacnapaemocTn

17 sec/ 17 cex

Not more than 3 min / He 6omnee 3 muu

6 Dissolution / PacTrBopenne Unit-1/ Ta6bn-1 102% Not less than 75% (Q) of
) Ci1sH13sNO3C4H INO3 (ketorolac
Unit-2 / Ta0n-2 1025% tromethamine) in 15 min / He menee
Unit-3 / Ta6i-3 96 % 5% (Q)  CisHisNO3*C4H11NOs
. . (xeToponaka  TpPOMETaMHH)  Hepe3
Unit4 / Tabn-4 100 % 15 MuH
Unit-5 / Taba-5 100 %
Unit-6 / Tabn-6 100 %

7 Fineness of Dispersion/
JAucnepcHocTh

Complies / CooTBercTBYET

A uniform suspension passing through a
710 um sieve is formed. / Obpa3zyercs
OIHOPOAHAs CYCIIEH3Ms, NPOXOAsAlas
CKBO3b CHTO C pa3MepOM OTBEPCTHI
710 MKM.

Remarks : The Product conforms to ND/
ITpumeuanue: [lpoaykr cooTBeTcTBYET TpeboBaHusIM HJT

Conclusion : APPROVED /
3aknwuenne: OJJOGPEHO

Prepared by /
[Moarorosneno: Pravesh Rana
Kumar I/

b
—,

Checked by /
IIpoBepeno: Naresh Kumar

o

B’

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaurens

Kusum Lata =

Reprint Date /
Jara: 23.04.2022

Reprint Date /
Jara: 23.04.2022

Reprint Date /
Jara: 23.04.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, §ax: +31 40 4900 2993, Email: mail@drreddys.com

(fIN: L85195AP1984PLC0O04507
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSI®! : +91 98166 56001-02

CEPTHOHUKAT M3Awww.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykr: Ketopon® kcnpece (keToposak) TableTkH, IUCIIeprupyeMble B MOJIOCTH pTa, 10 Mr

Batch No / : V2200746 Batch Quantity / : 36,00,000 tab /
Cepus No O6neM cepun 36,00,000 Tab
Analytical Report No / : 890001586654 Date of Analysis / 23.04.2022
AHaxuTHYEeCKHH oTyeT Ne JlaTa aHanu3za

Date of Manufacture / : April.2022 Date of Expiry / Mar.2024
Jdara npoun3soacrea I'onen mo

Analysis performed according ND / Ananu3s npoeezen no H/I:
JII1-004929-011119 (amend Nel from 27.12.2021 / namenenune Nel ot 27.12.2021)

PageSof 7/Crp.5u3 7

8 Related impurities / PoacTBeHHbIe mpuMecH
ketorolac 1-hydroxy analog / Below limit of Detection Not more than 0.5 % / He 6onee 0,5 %
1-rugpoKCHaHaNor (LOD:0.0010%)
KeTopoJaka
ketorolac 1-keto analog/ Not more than 0.5 % / He 6onee 0,5 %
1-keToaHanor KeToponaka
0.04 %
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
€IUHUYHASA
HeuJIeHTUUIIpOBaHHAS 0.04%
[IpHMeECh
Total impurities / 0.1 % Not more than 1.0 % / He 6omnee 1,0 %
CymMa npumeceit
9 Water / Bona 2.0% Not more than 7.0% w/w /
He 6onee 7,0 %
10 | Residual solvents by GC/ QcTtaTouHble OpraHu4ecKHe pacTBOPHTEIN
Isopropyl alcohol / 2.0 pg/tab/ 2.0 pg/tab mxkr B Not more than 350 pg/tab /
Hsomponanon TabneTke He 6onee 350 mkr B TabneTke

Remarks : The Product conforms to ND/
ITpumeuanue: Ilpoaykr cooTrseTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3akaouenne: OJOBPEHO

Jara: 23.04.2022

Jata: 23.04.2022

Prepared by / Checked by / Approved by: Manager/Executive /
Honrotosnexo: Pravesh Rana IIpoBepeno: Naresh Kumar Opnobpeno: Menemxep / PykoBoaurenb
Kumar ( @/ Kusum Lata %ég -

e 8 z
Reprint Date / Reprint Date / Reprint Date /

JlaTa: 23.04.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel. +91 40 4900 2000,4 aa. 19140 4900 2999, Cimail: moil@drroddysicom

CIN: L85195AP1984PLC0O04507
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

CERTIFICATE OF ANALYSTS : +91 88166 56001-02
CEPTHUO®UKAT AHAJIU3 Awww.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkenpecc (keToposiak) TabNeTky, AUCIIEPrUpyeMbIe B HOIOCTH pTa, 10 Mr

Batch No / : V2200746 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6beM cepHH 36,00,000 Tab
Analytical Report No / : 890001586654 Date of Analysis / : 23.04.2022
AHaauTHYeCKHil oTUeT No JlaTa anaiu3sa

Date of Manufacture / : April.2022 Date of Expiry / : Mar.2024
Jarta npou3BoacTBa I'onen mo

Analysis performed according ND / Ananns nposeaen mo HJI:

JII1-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel or 27.12.2021)
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11 | Microbial enumeration tests / MukpoGuoJioruyeckas yncrora*

a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / O6uiee yucno Menee 10 KOE/r He 6onee 1000 KOE/r
a3pOOHBIX MUKPO-
OpTraHU3MOB
b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and moulds count / O61iee Menee 10 KOE/r He 6onee 100 KOE/r
YHCIIO NPOXOKEBBIX U
TUIECHEBBIX IPUOOR
c) Escherichia Coli Absent / Shell be absent in 1 gram /
Ot1cyrcTBYyeT OrcyrctBue B 1 1
12 | Uniformity of dosage units / 4.6 Acceptance value (AV) not more than
OaHopoaHOCTH 15.0 / TIpuemouHoe 3HaYenue (AV) He
JO3UPOBaHMSA 6oee 15,0.
13 Assay / KonugecTBeHHOe 10.2 mg/ 10.2 mMr From 90mg to 11.0 mg of
ofipexesieHHe (102.4 %) C1sH13sNO3*C4H1NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr o
1 1,0 Mr C15H13NO3'C4H11NO3
(xetopornaka tpomeramuH) (ot 90,0 mo
110,0 % OT 3asABJIEHHOI0 KOJIMYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0938 mg/tab / Not less than 0.042 mg/tab /
content / Copnep:xaHue 0.0938 mr B TabneTke He menee 0,042 mr B Tabnetke
OyTHATHAPOKCHAHU3012

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Tprimeuanue: IIpoaykT cooTBeTcTBYeT TpeboBanusm HJT 3axmoyenne: OTOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Pravesh Rana ITposepeno: Naresh Kumar Onobpeno: Menemiep / PykoBoauTens
Kumar L 6\] Kusum Lata %f

— N £ d
Reprint Date / Reprint Date / Reprint Date /
Hara: 23.04.2022 Hara: 23.04.2022 Hara: 23.04.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2500, Fax: +91 40 4800 2999, Erndil. niail@dn eddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s Q':'.

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA

CERTIFICATE OF ANALYSI! : +91 98166 56001-02
CEPTUO®UKAT AHAJIN3AWWwW.drreddys.com

‘VProduct : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Ketopon™ Drenpece (keToponak) TabieTky, AUCIEPrUpyeEMBble B IOJOCTH pTa, 10 Mr

Batch No / : V2200746 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0BeM cepun 36,00,000 tab
Analytical Report No / : 890001586654 Date of Analysis / 1 23.04.2022
AHaTuTHIeCKH# oTueT Ne JaTta anaauza

Date of Manufacture / : April.2022 Date of Expiry / : Mar.2024
Jarta nponsBoacTBa TI'ogen mo

Analysis performed according ND / Ananus nposegen no HJI:

JI1-004929-011119 (amend Nel from 27.12.2021 / uzamenenne Nel or 27.12.2021)
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15 Package / YnakoBka

10 tablets in a blister of
(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnerok B
6nucrepe w3z (TTA/AJI/TID ¢
snaronornoturenem/I12BIT)
¢oneru // (II5/AJT) donsru. Mo
2 b6nucTepa ¢ MHCTPYKUMEH IO
HPUMEHEHHIO B nayKy
KapTOHHYIO.

10 tablets in a blister of (PA/AL/PE with
desiccant/HDPE) foil // (PE/AL) foil. 1 or
2 blisters with patient information leaflet
in a carton pack. / Ilo 10 Tabnetox B
6nmcrepe u3 (ITA/AJVIIS c
BnaronornotutenemM/I19BIT) doneru //
(TI3/AJT) donsru. Io 1 wm 2 6nmcTepa ¢
HHCTpPYKIMel 10 DPUMEHEHHIO B IadkKy
KapTOHHYIO.

16 | Labeling / MapkupoBka

According to ND / B cooteercTBum ¢ HJT

17 Storage conditions /
XpaHenue

Below 25 °C. / IIpu Temneparype He Bhiiie 25 °C.

18 | Shelf life / Cpox rogHocTu

2 years / 2 rona

* At product release the quality control as per the parameter « Microbial enumeration tests» is
performed for each 20th batch, or for one batch in a year whichever is earlier.

* Ilpn BbIMyCKe JIEKADCTBEHHOr0 MPENapaTa KOHTPOJb KAYecTBa M0 MOKA3aTeI0
«MHAKPOOHOIOrHYECKAs YHCTOTA» NPOBOAHTCS s Kaxaoh 20-0i cepuu, WK /1Sl OHO CEPHH B ToJ,
B 3aBHCHMOCTH OT TOr0, YTO HACTYIIMT PaHbIIe,

Remarks : The Product conforms to ND/
ITpumeyanue: ITponykrt cooTsercTByeT TpeboBanuam HJJ

Conclusion : APPROVED /
3aknmwuyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IoxrorosneHo: Pravesh Rana IIposepeno: Naresh Kumar OnobpeHo: Menemxkep / PykosoauTelnb
Kumar _ L G;/ Kusum Lata )%3&‘.://
Reprint Date / Reprint Date / Reprint Date /

Hara: 23.04.2022

Hara: 23.04.2022

Jara: 23.04.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900; Fax: +91 40 4300 2999, Email: mail@drreddys.com
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