Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

CEPTUD®UKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon® Dxcnpecc (keToponak) TaGieTky, AUCIeprupyeMbIe B MOJIOCTH pTa, 10 Mr

Batch No / : V2200625 Batch Quantity / : 36,00,000 tab /
Cepust Ne O0nem cepun 36,00,000 Tab
Analytical Report No / : 890001585158 Date of Analysis / 14.04.2022
AnanuTHyeckuii oryer Ne JlaTa anannsa

Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
Jara npoun3spoacTea T'ogen no

Analysis performed according ND / Ananus nposeaen mo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021 / msmenenne Nel ot 27.12.2021)

Page1 of 7/Crp. 1137

No
Ne

Test / [ToxasaTenan

Results / PesyabTtaThl

Specification / Hopma

1

Description / Onucanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrnsle, mnockue
TabneTku ¢ Gpackoi, CBETIO-
AKEJITOro LBETA C IPaBUPOBKOM
«l» Ha omHOM cTopoHe.

Light yellow round flat beveled tablets
with "' debossed on one side. /
Kpyrubie, miockue TabneTku ¢ $packoi,
CBETJIO-XKENTOr0 LBeTa C PaBUPOBKOM
«!» Ha OIHOH CTOPOHE.

Identification / ITopinHHOCTL

Ketorolac / Kemoponak

a) Byuv/
Y O-cneKTpoYOTOMETPUS

Complies / CooTBETCTRYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / VY®-cnektpsl
HOTJIOIEHHS HCIBITYEMOTO PacTBOpa H
pacTBopa  craHmapTHoro  obpasua
KeTOpoJiaka TpOMETaMHHA  JOJDKHEI
HUMETH MaKCUMYMBbI NPU OJTHOM K TOM Xe
JUTMHE BOJIHBI (£ 2 HM).

Remarks : The Product conforms to ND/

[Tpumeuanue: Ilponykt cootBeTcTBYeT TpeGoBanusm HJI

Conclusion : APPROVED /
3akarouenrne: ONOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarotoBneHo: Naresh Ilposepeno: Pardeep Kumar | Onobpeno: Menemxep _Z_P,y:{osonmenb
Kumar ' Abhishek Chauhan / :

&/ mﬁ{ e /
Reprint Date / Reprint Date / Reprint Date /
Hata: 14.04.2022 Hara: 14.04.2022 Hara: 14.04.2022

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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CERTIFICATE OF ANALYSIS

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

CEPTUDPHUKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Dkcnpece (keToponak) TabeTKy, AUCIEPTUPYEMBIE B T10JIOCTH pTa, 10 Mr

Batch No / : V2200625 Batch Quantity / : 36,00,000 tab /
Cepnsi Ne O6beM cepun 36,00,000 Tab
Analytical Report No / : 890001585158 Date of Analysis / 14.04.2022
ABanuTHyecknii oTaer Ne Jara ananusza

Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
Jara mpousBoacTBa T'onen oo

Analysis performed according ND / Ananus nposexen mo HJI:
JIII-004929-011119 (amend Nel from 27.12.2021 / nsmenenne Nel or 27.12.2021)
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No

Test / Iloka3zaTenan
Ne

Results / Pe3yabTaTbl

Specification / Hopma

b) By HPLC / BDXKX

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). / Bpems ynepXuBaHHSA
OCHOBHOIO MHWKa Ha XpoMaTorpamme
HCMBITYEMOTO  pacTBOpa  AOJDKHO
COOTBETCTBOBATh BpeMeHH
yOEPXHUBAHUS OCHOBHOTO THKA Ha

XpoMaTorpaMme pacTBopa
CTaHJapTHOro oOpasla KeTopoJjiaka
TpOMETaMUHa (pazoen

«KonuuecTBeHHOE onpe,uenelme»).

Remarks : The Product conforms to ND/
ITpumevanue: IIpoaykr cooTBeTcTBYET Tpebopanusm HJI

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

Prepared by /
IToarotorneno: Naresh

Kumar @/

Checked by /
I1posepeno; Pardeep Kumar

——

Approved by: Manager/Executive /
OnoOpeno; Menemxep / Bvko

BQIOWUTCNEL
Abhishek Chauhan } ) /

Reprint Date /
Jara: 14.04.2022

Reprint Date /
Jara: 14.04.2022

Reprint Date /
Hara: 14.04.2022

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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CEPTUO®UKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dkcnpece (keToposak) TabaeTKy, AUCTIEPTUPYEMBIE B MOJIOCTH pTa, 10 Mr

Batch No / : V2200625 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0bem cepuu 36,00,000 Tab
Analytical Report No / : 890001585158 Date of Analysis / : 14.04.2022
AHAJIHTHYECKHH oTYeT N JlaTa ananusza

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2024
JaTta npou3BoacTea T'onen o

Analysis performed according ND / Ananuz nposenen no HJI:
JIII-004929-011119 (amend Nel from 27.12.2021 / msmenenne Nel ot 27.12.2021)
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§.00 Test / ITokazaTenn Results / PesynbTaThl Specification / Hopma
3 Identification Complies / CooTBeTcTBYeET The  retention  times of 2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMoanunHOCTH butylhydroxyanisole peaks on the
Oy THIArHAPOKCHAHN301 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). / BpeMeHa ynepxuBaHHA
MUKOB 2-OyTUATUAPOKCHAHM3ONA U
3-GyTWIrHIpOKCHAHH30JIa Ha
XpOMaTorpaMme UCTIBITYEMOTO
pacTBopa HO/DKHBI COOTBETCTBOBAaTh
BpeMeHaM yIOepPXKUBAHKA TIHKOB
2-6yTUNTUAPOKCHAHH30Ma u
3-6yTUNTHIPOKCHaHU30Ma Ha
XpoMaTorpamme pacTBOpa
CTaHAAPTHOTO obpazua
OyTHITHIPOKCHAHN3014 (paznen
«Copepxanue
Oy TUIrUAPOKCHAHN30Tay).
4 Average weight / Cpennsis 69.4 mg/ 69.4 mMr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
Macca 0t 67,2 Mr o 72,8 mr (70,0 Mr+ 4,0 %).
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ilpumeuanue: Ilpoaykr coorreTcTBYET Tpeborauuam HJJ 3akaouenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarotoeneno: Naresh Iposepeno: Pardeep Kumar | Ogobpeno: Menemxep /| PykoBoanTesb
Kumar @ f Abhishek Chauhan '
Reprint Date / Reprint Date / Reprint Date /
Jata: 14.04.2022 Hara: 14.04.2022 Harta: 14.04.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 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 : +91 98166 56001-02
www.drreddys.com

CEPTUD®UKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Ketopon® Dkcnpecc (keToposiak) TabieTku, JUCIIEPrUPYEMbIe B TIONOCTH pTa, 10 Mr

Batch No / : V2200625 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001585158 Date of Analysis / 14.04.2022
ApanurH4eckuii oruer No JlaTa aHam3a

Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
Jara npousBoacTBa Topen oo

Analysis performed according ND / Ananu3 npoeegen no H/:
JIT1-004929-011119 (amend Nel from 27.12.2021 / namernenne Nel or 27.12.2021)
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iﬂo Test / ITokaszaTenn Results / Pe3yabTaThl Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than + 10 %
OaHOpOAHOCTHL Macchl 2/20 tablets - not more than + 20 % /
18/20 Tabnetok — He Gonee * 10 %
2/20 Tabnetox — He 6onee + 20 %
5 Disintegration time / 42 sec/ 42 cek Not more than 3 min / He 6oxee 3 Mun
PacnanaemocThb
6 Dissolution / PacTBopenne Unit-1 / Ta6n-1 100 % Not less than 75% (Q) of
] Ci15H13NO3+C4H 1 NO; (ketorolac
Unit-2 / Ta6n-2 e tromethamine) in 15 min / He meHee
Unit-3 / Ta61-3 100% | 75% (Q)  CisHisNO3C4Hi1NO3
. . (keToponaka  TpOMETaMHH)  depes
Unit-4 / Tabn-4 100 % 15 MuH
Unit-5 / Tabn-5 99 %
Unit-6 / Tabn-6 100 %
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniforrm suspension passing through a
JAncnepcHocTb 710 pm sieve is formed. / O6pasyercs
OOHOPOAHAS CYCIHEH3HA, MPOXOAAIAL
CKBO3b CHTO C pa3MepoM OTBEPCTHH
710 MKM.

Remarks : The Product conforms to ND/
IIpumeuanue: IlpogykT cooTBeTcTBYeT Tpeboranusm HJ

Conclusion : APPROVED /
3akmouenne: ONOBPEHO

Prepared by /

Kumar

Iloarorosneno: Naresh

Checked by /
ITposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Opnobpeno: Menemxkep ( Pykooaurens
Abhishek Chauhan

Reprint Date /
Hara: 14.04.2022

Reprint Date /
Hara: 14.04.2022

Reprint Date /
Jara: 14.04.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: 491 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

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

CEPTUOUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Ketopon® Dkenpece (KeTOponak) TabieTKu, AUCIEPTUPYEMBIE B TIONOCTH pTa, 10 Mr

Batch No / : V2200625 Batch Quantity / : 36,00,000 tab /
Cepusn Ne O6beM cepun 36,00,000 Tab
Analytical Report No / : 890001585158 Date of Analysis / 14.04.2022
AHanaTHYecKHH oTdeT No JlaTa anammsa
Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
Jara npousBojcTBa TI'omen mo
Analysis performed according ND / Ananus nposenes no H/I:
JITI-004929-011119 (amend Nel from 27.12.2021 / usmenenue Nel or 27.12.2021)
PageSof 7/Crp.5u3 7

8 Related impurities / PoncTBeHHble npumecu

ketorolac 1-hydroxy analog /

Below limit of Detection

Not more than 0.5 % / He 6onee 0,5 %

1-runpoxcuasanor (LOD:0.0010%)
KeTopoJiaka
ketorolac 1-keto analog/ Not more than 0.5 % / He 6onee 0,5 %
1-keToaHaor KeTopoIaKa
- 0.05 %
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eIMHUYHAA
HEMJCHTHQUIMPOBAHHAS 0.04%
npHMech
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
CymMa npumMmeceii
9 Water / Boaa 20% Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTouHble OpraHu4YecKue pacTBOPUTEH

Isopropyl alcohol /
H3zomnponaxon

2 pg/tab /
2 MKr B TabJeTke

Not more than 350 pg/tab /
He 6onee 350 MKr B TabieTke

Remarks : The Product conforms to ND/

INpumeyanue: [Ipogykr cootBeTcTBYET TpeboBanmsam HJI

Conclusion : APPROVED /
3akiaroyenne: OJOBPEHO

Prepared by /
ITonrorosieno: Naresh

Kumar @/

Checked by /
IIposepeno: Pardeep Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemxep / Pykopoaurens
Abhishek Chauhan L /

L=

Reprint Date /
Hara: 14.04.2022

Reprint Date /
Hata: 14.04.2022

Reprint Date /
Hara: 14.04.2022

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

CEPTUPUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkenpecc (keToponak) TaGleTKH, JUCTIEPTHPYEMEBIE B MOJIOCTH pTa, 10 Mr

Batch No / : V2200625 Batch Quantity / + 36,00,000 tab /
Cepusa Ne O0bem cepun 36,00,000 Tab
Analytical Report No / : 890001585158 Date of Analysis / 14.04.2022
AnaguTHueckuii oTuer Ne JlaTa anaju3a

Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
JdaTta npousBoxcTBa T'oxen mo

Analysis performed according ND / Ananus nposexen no HJI:
JIII-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel or 27.12.2021)
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11 | Microbial enumeration tests / Mukpo6uonornyeckas yucTora*

a) Total Aerobic Microbial
Count / O61ee yucno
a3p0oOHBIX MHKPO-
OpraHU3MOB

Less than 10 CFU/g /
Menee 10 KOE/r

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

b) Total Combined Yeast
and moulds count / Obiee
YUCTIO APOFOKEBBIX U
ILUIECHEBBIX IPUOOR

Less than 10 CFU/g /
Memnee 10 KOE/r

Not more than 100 CFU/g/
He 6onee 100 KOE/r

c) Escherichia Coli Absent / Shell be absent in 1 gram /
OTtcyTeTBYET OrcyrctBUE B 1 T
12 Uniformity of dosage units / 5.9 Acceptance value (AV) not more than

onpeaeacHue

OaHOpPOAHOCTD 15.0 / [TpuemMouHoe 3HaueHue (AV) He
J03UPOBAHHSA Gonee 15,0.
13 Assay / KosinuecTtBeHHoe 10.0 mg/ 10.0 mr From 90mg to 11.0mg of
(99.6 %) CisH13NO3*CsH1NOs (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr
pi(s] 1 1,0 MI C15H13NO3°C4H1 1NO3
(xeroponaka TpomeramuH) (oT 90,0 xo
110,0 % oT 3a4BIEHHOTO KONHYECTBA) B
TabyeTke

14 Butylhydroxyanisole
content / Conepxanue
6yTHITHAPOKCHAHH30J1A

0.0921 mg/tab /
0.0921 Mr B TabneTke

Not less than 0.042 mg/tab /
He Menee 0,042 mr B TabneTke

Remarks : The Product conforms to ND/
IIpumeuanue: IlponykT cooTBercTByeT TpebGoBanusm HJT

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Hara: 14.04.2022

Hara: 14.04.2022

Prepared by / Checked by / Approved by: Manager/Executive /
Iloarotorneno: Naresh IIpoeepeno: Pardeep Kumar | Omobpeno: Menemxep [ Pykoroaurens
Kumar Q/ { Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date /

Jara: 14.04.2022

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: L85195AP1984PLC0O04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
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Distt. Solan, H.P.,, 173 205, INDIA
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CEPTUOHUKAT AHAJIV3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Ketopon® Dkcnpecc (keToponak) TabneTku, IUCIEPrUpYEMbI€ B TIOJIOCTH pTa, 10 Mr

Batch No / : V2200625 Batch Quantity / : 36,00,000 tab /
Cepust Ne OobemM cepun 36,00,000 Tab
Analytical Report No / : 890001585158 Date of Analysis / : 14.04.2022
AHaJIHTHYEeCKHH oT4eT Ne JlaTa aHajm3a

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2024
Jara npousBoacTea T'onen o

Analysis performed according ND / Auanu3 nposeaen mo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021 / n3menenue Nel ot 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. / Tlo 10 Tabretox B
6nucrepe w3 (ITA/AJITID ¢
BrnaronornotTuteneM/IIOBIT)

¢donern // (II3/AN) doneru. Ilo
2 6nucTepa ¢ MHCTPYKLMEH MO

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
tabnerok B Omucrepe u3 (ITA/AJVIID ¢
Bnaronornoturenem/[13BIT) doneru //
(I13/AJ1) donsru. ITo 1 mnu 2 6nuctepa
C HHCTPYKLME#l MO NPHUMEHEHUIO B
Na4Ky KapTOHHYIO.

KapTOHHYIO.

NPUMEHEHUIO B nayKy

16

Labeling / MapkupoBka

According to ND / B cootBeTcTBUM ¢ H]|

17

Storage conditions /
XpaHeHue

Below 25 °C. / Ilpu Temneparype He Bbiiie 25 °C.

18

Shelf life / Cpok roagnocTu

2 yeats / 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.
* 1IpH BhIDycKe J1eKaPCTBEHHOI0 NPemapaTa KOHTPOJIb KAYeCTBa 10 MOKA3ATENI0

«MuKpoGHOIOrHYecKass YHCTOTA» NPOBOAUTCS A KaKA0i 20-0i cepuM, HJIH JJIsI OJHOM CEPHH B rof,

B 3ABHCHMOCTH OT TOI'0, UYTO HACTYNIMT pPaHbIIe.

Remarks : The Product conforms to ND/
Ilpumevanue: IIpogykT cooTBeTCTBYET TpeGOBaHMsM HJT

Conclusion : APPROVED /
3axnrwuenue: OJJOGPEHO

Prepared by /
IToarorossieHo: Naresh

Kumar @/

Checked by /
Ilporepeno: Pardeep Kumar

N

Approved by: Manager/Executive /
Onobpeno: Menemxkep /, PykoBoaurens
Abhishek Chauhan L ‘

Reprint Date /
Hara: 14.04.2022

Reprint Date /
Hara: 14.04.2022

Reprint Date /
Jara: 14.04.2022

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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