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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

CEPTUDUKAT AHAJIM3A

Tel : 491 98166 56001-02
www.drreddys.com

[P_roduct : Telsartan AM (Amlodi_pineﬂelmisartan) Tablets 10 mg+40 mg

aw

IIpoaykr: Tencapran

AM (amnoaunuu+renMucapran) tabaetku 10 mr+40 mr

Batch No / : V2201964 Batch Quantity / : 4,00,000 tab /
Cepusa Ne Oo6bem cepun 4,00,000 Tab
Analytical Report No / : 890001617035 Date of Analysis / : 30.09.2022
AHanuTHdeckni oruetr Ne JlaTa aHaym3a

Date of Manufacture / : SEP.2022 Date of Expiry / : AUG.2024
JaTta npou3BoacTpa T'open oo

Analysis performed according ND / Ananuz nposeaen mo HJI: JI[1-004550-010819 (amend Ne 1 from
06.07.2020 / u3m. Ne 1 ot 06.07.2020)

Pagelof 7/ Crp. 1 m3 7

Onucanne

biconvex, bilayered tablet with
white layer on one side and pale
yellow layer on other side. /

Tabnerku [IPOJ0JIrOBATOMN
¢dopmel, JBOSKOBBITYKIBIE,
OBYXCJIOMHBIE, OIMH  CJIOM

CBETJIO-XEJTOro LIBETa, BTOPOi
cJioii 6enoro LBerta.

i,:) Test / IlokazaTens Result / Pesyasrarni Specification / Hopma
1 Description / Oblong shaped, uncoated, | Oblong shaped, uncoated,

biconvex, bilayered tablet with off
white to white layer on one side and
pale yellow to yellow layer on other
side. / TabneTkH MPOAOATOBATOM
bopmbl, JBOSKOBBIMYKJIbIE,
JIBYXCJIOMHbIE, OAMH CJIOH — OT
CBETJIO-KENTOrO A0 XKEJITOro LIBETa,
BTOPOH CJIoit — 6enoro WiK MouTH
Oenoro UpeTa.

2 Identification /
IMoanuuHOCTDH

Amlodipine and
Telmisartan /
aMJIOTUNUH H
TETMHUCAPTaH

The retention times of major
peaks in chromatogram of test
preparation corresponds to that
in the chromatogram of
Telmisartan and Amlodipine
besilate reference standards
solution as obtained in the
Assay. / Bpemena
YAepKHBaHHS OCHOBHBIX
OHKOB Ha  XpOMaTOrpaMme
HCTIBITYEMOTO pacTeopa
COOTBETCTBYIOT BpEeMeHaM
YAEPXKHBAHUSA OCHOBHBIX
MUKOB Ha  Xpomarorpamme
pacTBopa CTaHAAPTHBIX
obpa3loB  TeJIMHCapTaHa H
amnonunuHa 6esunara (pazzen
«KonuvectseHHOe
OTpeNeNieHUE»).

The retention times of major peaks
in chromatogram of test preparation

corresponds to that in the
chromatogram of Telmisartan and
Amlodipine besilate reference

standards solution as obtained in the
Assay. / Bpemena ynepkuBaHus

OCHOBHBIX IMKOB Ha
XpoMaTorpamme HCTIBITYEMOTO
pacTBopa JOJDKHBI
COOTBETCTBOBATb BpEeMEHaM
yIEep>KUBaHHUsl OCHOBHBIX MHKOB Ha
XpoMarorpamme pacTBopa
CTaHAAPTHBIX 06pa3LoB
TeAMMCapTaHa M aMJIOAWIIMHA
be3unara (pazmen

«KonuuecTBeHHOE OIpeNieIeHUE»),

Remarks : The Product confirms to ND/
IIpumeuanue: IIponykT cooTBeTCTBYET TpeGOBaHUIM H I

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Jara: 30.09.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Ankit - [Ipoeepeno; Himesh Kumar _ [ OnoGpeno: Menemwxkep / PykosoauTens
ﬁ B ; Pavan Kumar Sharma ’L’@/‘
/ N i —
jecictorad ASGde. 00337 Dagd Mo 3 Boniarg Hille Hudgrahad - 500024, Telangana, India
Reprint Date / Tel: +9| Fdepuintoblgtay: +91 40 4900 2999, ErhaRepaiatdDeatdyé.com

Jara: 30.GN2(BB295AP1984PLCO04F0aTa: 30.09.2022
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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

CEPTHDUKAT AHAJIM3A

Tel : +91 98166 56001-0

www.drreddys.com

an

IIpoaykr: Tencapran

Product : Telsartan AM (Amlodipine+tehmisartan) Tablets 10 mg+40 mg
AM (amnoaunuu-+tenmucapran) Tabnetku 10 mr+40 mr

2

Batch No / : V2201964 Batch Quantity / + 4,00,000 tab /
Cepus Ne O6vem cepnu 4,00,000 tab
Analytical Report No / : 890001617035 Date of Analysis / : 30.09.2022
AHamMTHYEeCKHH oTYeT Ne Hara ananu3za

Date of Manufacture / : SEP.2022 Date of Expiry / : AUG.2024
JlaTta npon3BoacTBa Topen go

Analysis performed according ND / Ananuz nposeaen no HJI: JIT1-004550-010819 (amend Ne 1 from
06.07.2020 / n3m. Ne 1 ot 06.07.2020)

Ipumeuanue: IIpoaykr cooreercTByeT TpeGoBauusam HJJ

3axmouenne: OJJOBPEHO

Page2 of 7/ Crp. 2 u3 7
3 Dissolution / PacTBopenue
a) Amlodipine / Unit-1 / Ta6:n.-1 92 % Not less than 75 % (Q)
AMJOIHUITHH : = C20H25CIN2Os (Amlodipine) in 30
Unit-2 / Ta6n.-2 92 % min, / He metee 75 % (Q)
Unit-3 / Tabn.-3 97 % Ca0H25CIN2Os (amnoaunux) uepes
Unit-4 / Tabn.-4 T
Unit-5 / Ta6n.-5 93 %
Unit-6 / Tabn.-6 94 %
b) Telmisartan / Unit-1 / Tabn.-1 93 % Not less than 75 % (Q) C33H30N4O>
Tenmucapran - . (Telmisartan) in 30 min. / He
Unit-2 / Tabn.-2 95 % wetiee 75 % (Q) CzsHaoN4O;
Unit-3 / Tabn.-3 96 % (Tenmucapran) uepes 30 MHH.
Unit-4 / Tabn.-4 96 %
Unit-5 / Tabn.-5 95 %
Unil-6 / Tabu.-6 90 %6
Remarks : The Product confirms to ND/ Conclusion : APPROVED /

Prepared by /

Ioarorosneno: Ankit KA
L~

Checked by /
[Mpoeepeno: Himesh Kumar

e
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W | P T |

Approved by: Manager/Executi

Pavan Kumar Sharma
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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

Be
Dr.Reddy’s ';’

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product : Telsartan AM (Amlodipine+telmisartan) Tablets 10 mg+40 mg

[poaykr: Teacapran” AM (amnogunuu+renmucapran) Tadiaetku 10 Mr+40 mMr

Batch Nao/ : V2201964 Batch Quantity / : 4,00,000 tab /
Cepus Ne O6bem cepun 4,00,000 Tab
Analytical Report No / : 890001617035 Date of Analysis / : 30.09.2022
AHanuTHYeCKHH oTueT Ne Jara ananuza

Date of Manufacture / : SEP.2022 Date of Expiry / : AUG.2024

JlaTa npon3BoxcTea T'oagen mo

Analysis performed according ND / Anann3s nposeaen no HJI: JIIT-004550-010819 (amend Ne 1 from
06.07.2020 / uzm. Ne 1 ot 06.07.2020)

Page3 of 7/Crp.3m37

4 Related Substances / PoncreeHHble npumecu
A. Amlodipine /

Amnonunuy

Impurity D / 1. Less than LOQ (0.08%) Not more than 0.5 % /

[Npumecu D ] He 6onee 0,5 %

2. BDL (Disregard area

Any unidentified 4962)% Not more than 0.2 % /

impurity / He 6onee 0,2 %

Eaunnunoit

HEUIEHTHUDU-

LMPOBaHHOH

NpUMecH

Total impurities / 3. Less than LOQ Not more than 1.5 % /

Cymma npumecei He 6onee 1,5 %

B. Telmisartan /

Tenmucapran

Impurity A / 1. Below Limit of Not more than 0.2 % /

[Mpumecu A Detection(LOD:0.001%) He 6onee 0,2 %

Dimer acid / Not more than 0.2 % /

JnmepHo# KUCIOTHI 2. Below Limit of He 6onee 0,2 %

] 5 0,

Any unidentified il LB RS Not more than 0.2 % /

impurity / He 6onee 0,2 %

Enunuunoti 3. Less than LOQ (0.008%)

HenaeHTuduU-

LIUPOBAHHOM

npuMecu

Total impurities / 4. Less than LOQ Not more than 1.5 % /

Cymma npumeceii He 6onee 1,5 %
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tpumeuanue: IlpoaykT coorBeTcTBYET TpeboBanusm HJJ Zakmwouenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Tonrororneno: Ankit ITpoeepeno: Himesh Kumar | Omobpeno: Menenxkep / P?'gosnmnenb

@ = ' Pavan Kumar Sharma —
Sereriet e 3137 Bosd-No—3- o Ll u irllarahad - ENNN2A Tnl:ng:n: In

Reprint Date / el 49 ]%q;mlgﬁg%y +91 40 4900 2999, £ R epEintddabeys.com
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CERTIFICATL OF ANALYSIS

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

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

CEPTHOUKAT AHAJIH3A

www.drreddys.com

Product : Telsartan AM (Amlodipinettelmisartan) Tablets 1()@:4() mg
Hpoaykr: Tenacapran” AM (amaoannun+renmucapran) Tadaetku 10 mr+40 mr

Batch No / : V2201964 Batch Quantity / : 4,00,000 tab /
Cepust Ne - Oo0bem cepun 4.00,000 Tad |
Analytical Report No / : 890001617035 Date of Analysis / : 30.09.2022
AHaauTHuecknii oruer Ne Jarta anasinza

Date of Manufacture / : SEP.2022 Date of Expiry / : AUG.2024

JaTa npoM3BOACTBA Tonen go

Analysis performed according ND / Ananns nposeaen no H/I: JI[1-004550-010819 (amend Ne 1 from
06.07.2020 / uzm. Ne 1 or 06.07.2020)

Page4 of 7/ Crp. 4 u3 7

5 Water / Bona

6 Uniformity of dosage uni

“ b) " Telmisartan /
Tenmucapran

1.5% Not more than 4.0% w/w /
He 6onee 4,0 %
ts/ OAHOPOAHOCTH KXO3UPOBAHUS
a) Amlodipine / 8.6 The acceptance value (AV) should
AMIOANNHH be less than or equal to 15.0/
[lokasarens npuemnemocty (AV)
JoJkeH ObITh He Oonee 15,0.
3.0 The acceptance value (AV) should

be less than or equal to 15.0 /
[Mokazarens npuemiemocTH (AV)
JI0Ji3KeH ObITH He bostee 15,0.

7 Microbial enumeration tests / MukpoOuonoruueckas 4ucTrora

a) Total Aerobic
Microbial Count /
O611ee yucno
a’poOHBIX MHKPO-
OpraHu3sMoB

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
/ Obuee yucino
JIPONOKEBBIX U
TIECHEBBIX IPUOOB

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

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

¢) Escherichia Coli

Absent in 1 gram/
OtcyrcteyerB 1 1

Shell be absent in 1 gram /
OrcyrcTBUe B 1 1

Remarks : The Product confirms to ND/
ITpumeuanue: Ilponykr coorBercTByet TpeboBanusm HJI

Conclusion : APPROVED /
3akmwouenne: OJJOBPEHO

Prepared by /
IToaroroeneno: Ankit

{

fesistered Oft

Checked by /

I[Tposepero: Himesh Kumar
-

ce: 8-2-327, Road Me. 2, Eanjara Hills, Hy |

Approved by: Manager/Executive /
Onodpeno: Menemwxkep / Pykoponurens
Pavan Kumar Sharma P x.x,\— ot
na, India ==

rabad - 500034, Telanga

Reprint Date / Tel: +

Hara: 30.09.2022

Tele o r o]

TREPHRCEA Eok: 91 40 4900 2993,
Jara: 30.092022 " "

"Repitht Date)
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CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIU3A

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

Product : Telsartan AM (Amlodipine+telmisartan) Tablets 10 1T1g—+4b mg
Ipoayxr: Tencapran” AM (amnogunuutrenmucaprad) Tabnetku 10 mr+40 mr

www.drreddys.com

Batch No / : V2201964 Batch Quantity / + 4,00,000 tab /
Cepnst Ne O6bem cepun 4,00,000 tad
Analytical Report No / : 890001617035 Date of Analysis / : 30.09.2022
AHanuTudeckuii oruer Ne JlaTa ananuza

Date of Manufacture / : SEP.2022 Date of Expiry / : AUG.2024
Jarta mpoun3BoacTBa TI'ogen oo

06.07.2020 / u3m. Ne 1 ot 06.07.2020)

Analysis performed according ND / Ananus nposeaen no HJ;: JIT1-004550-010819 (amend Ne 1 from

PageSof 7/Crp. S5u3 7

Assay / KonmnuecTBeHHOe onpe/elieHne

a) Amlodipine /
AMnoaunuu

9.83 mg/9.83 mr

Not less than 9.0 mg and not more
than 11.0 mg of Cy0H25CIN2Os
(Amlodipine) in tablet. /

Or 9,0 Mmr no 11,0 mr
CooH25CIN>Os (amnogunus) B
Tabnerke.

b) Telmisartan /
Tenmucapran

39.7 mg/39.7 mr

Not less than 36.0 mg and not
more than 44.0 mg of C33H30N4O>
(Telmisartan) in tablet. /

Ot 36,0 mMr 10 44,0 mr C33HigN4O»
(Tenmucapran) B Tabnerke.

Remarks : The Product confirms to ND/

ITpumeuanue: Ilponykr cooreTcTBYET Tpebopanusam HJI

Conclusion : APPROVED /
3akaoyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroroBneno: Ankit /) I[Mposepeno: Himesh Kumar | Onobpeno: Menemxkep / Pykosoautens
&_ C;L//) Pavan Kumar Sharma o =
oo aoemli 90093 oood e 3 @aniaes Wille Huddrahad - 500034 Telangana India ,._-//-
Reprint Date / T Ter +o] Bepsniobate./ +91 40 4900 2999, Erpakepriatibateyé.com
Jara: 30.09.2022 Jara: 30.@N2F3295AP1984PLCO04}0Y[aTa: 30.09.2022
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CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIM3A

Tel : +91 98166 56001-02
www.drreddys.com

Product : Telsartan AM (Amlodipine+teh_nisa1_1an)_"l"ablets 10 mg+40 mg
IlpoaykT: Tencapran" AM (amnoavnuu+tenmucaprat) tTabnerku 10 Mr+40 mr

Batch No / 1 V2201964 Batch Quantity / : 4,00,000.tab /
Cepus Ne O6Bem cepun 4,00,000 Tad
Analytical Report No / : 890001617035 Date of Analysis / : 30.09.2022
AHanuruyeckuii oryer Ne JaTa ananmsa

Date of Manufacture / : SEP.2022 Date of Expiry / : AUG.2024
JlaTa npou3BoacTBa Tonen xo

Analysis performed according ND / Ananu3s nposeaen mo H/: JII1-004550-010819 (amend Ne 1 from
06.07.2020 / uzm. Ne 1 ot 06.07.2020)

Page 60of 7/ Ctp. 6 m3 7

9 Package / Ynakoska 7 tablets in PVC/AlW/PA — Alu | Tablet 5 mg+40 mg and
blister with heat seal lacquer | 10 mg+40 mg
coating and shellac coating. | 5 tablets in PVC/AluW/PA — Alu
4 blisters with leaflet in carton./ | blister with heat seal lacquer
Ilo 7 Tabnetok B Gnucrepe u3 | coating and shellac coating. 2
(IIBX/AVTIA)  ¢oneru /| blisters with leaflet in carton.
anmoMuHueBoit  ¢oneru ¢ | 7 tablets in PVC/Alu/PA - Alu
TEPMOK/IECEBbIM nakoBbiM | blister with heat seal lacquer
NOKpBITHEM U lIennakoBbiM | coating and shellac coating. 2 or 4
nokpeiTHeM. [lo 4 Gnuctepa B | blisters with leaflet in carton.
nayky KapTOHHYIO BMecTe ¢ | Tablet 5 mg+80 mg and
WHCTpYKUMEH o npuMeHeHuro. | 10 mg+80 mg
2 tablets in PVC/AlWPA — Alu
blister with heat seal lacquer
coating and shellac coating. 5
blisters with leaflet in carton.
7 tablets in PVC/AlW/PA — Alu
blister with heat seal lacquer
coating and shellac coating. 2 or 4
blisters with leaflet in carton. /
Tabnetku 5 mr + 40 Mvr u 10 mr +
40 mr
[lo 5 Tabnerox B Onucrepe wu3
(IIBX/AVTIA) ¢donbru /
AJFOMUHHEBOH donbru c
TEPMOKJICEBBIM JIAKOBBIM
MOKPBITHEM W UIEIJIAaKOBBIM
nokpeitdem. [lo 2 OGnucrepa B
nauky KapTOHHYIO BMecTe C
UHCTPYKLHEH N0 MPUMEHEHHIO.
ITo 7 Tabnetok B Onucrepe wus3
(IIBX/AITIA) donbru /
ATIOMHUHUEBON doneru c
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeyanue: [IponykT coorBercTByeT TpeGoBaHusam HJT 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[NoarororneHo: ﬁuﬂu@ [Mposepeno: Himesh Kumar Onobpeno: Menemxep / PykoponuTesnib
Ti_, —_— — Pavan Kumar Sharma _¢{,__—=
e e L ; Hills Huddrahad - 500034 Tplanpana_!nds%///
Reprint Date / T Tel 9] RappinisRatex: +91 40 4900 2999, EnaRepaﬂmdBaidwé.com
Jara: 30.09.2022 Jarta: 30.@N2(82295AP1984PLCO0450aTa; 30.09.2022
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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

CEPTUPUKAT AHAJIU3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : Telsartan AM (Amlodipinettelmisartan) Tablets 10 mg+40 mg
Ipoayxr: Teacapran® AM (amnoaunun-+renmucapran) Tabnetkn 10 mr+40 mr

Batch No / 1 V2201964 Batch Quantity / : 4,00,000 tab/
Cepus Ne N O6bem cepuu 4,00,000 Tad
Analytical Report No / : 890001617035 Date of Analysis / : 30.09.2022
AHajguTH4YeckHii oryer Ne Jara ananuza

Date of Manufacture / : SEP.2022 Date of Expiry / : AUG.2024
JlaTa npou3BoacTBa T'onen go

Analysis performed according ND / Ananus nposexen no HJ/I: JII1-004550-010819 (amend Ne 1 from
06.07.2020 / n3m. Ne 1 ot 06.07.2020)

Page7of 7/Crp. Tus 7

TepPMOKJIEEBBIM JIAKOBBIM
NOKPBITHEM W LUENNIAKOBBIM
noxpeiTheM. [lo 2 unu 4 6nucrepa
B Ia4Ky KapTOHHYHO BMECTE C
HHCTpPYKLHMeH N0 IPHUMEHEHHUIO.

Tabnerkn 5 mr + 80 mr 1 10 mr +

80 mr

[lo 2 Tabnerku B Onucrepe u3
(TIBX/AITIA) dhonbru /
AJTFOMHUHUEBOMU ¢donbru c
TepPMOKJIEEBBIM JIAKOBBIM
MOKPHITHEM W LUEJUIAKOBbBIM

nokpeitiem. Ilo 5 6nucrepoB B
nayky KapTOHHYIO BMECTe C
MHCTPYKLIHMEH M0 NPUMEHEHHIO.

Ilo 7 rabnerox B OGnucrepe u3

(ITBX/AI/TIA) dhosbru /
aNIOMUHHEBOH donbru c
TEPMOKIICEBBIM JIaKOBBIM
MNOKPHITHEM M ILEJUTAKOBBIM

nokpsrtuem. ITo 2 i 4 Gimerepa
B Ia4Ky KapTOHHYIO BMeECTE C
VHCTpYKLUEHN I10 PUMEHEHHUIO.

Cpoxk roanoctu

10 | Labeling/ According to ND /B cooteercteun ¢ HJJ
Mapkuposka

11 Storage conditions / Below 25°C. / TIpu Temnepatype He Bbitie 25 °C,
YcioBus XpaneHnns

12 | Shelflife / 2 years / 2 rona

Remarks : The Product confirms to ND/
IIpumeuanue: IlpoaykT cooTBeTcTBYeT Tpebopanuam HJI

Conclusion : APPROVED /
3akmwuenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Iloarorosneno: Ankit ITporepeno; Himesh Kumar | Onobpeno: Menemxep / Pykoroantesis
@ e 1/"*" Pavan Kumar Sharma e ————
./ « _—= . e
Remsiat 2:©.2.227 Poad Ma 2 Banjarp Hille Hudlarahad - 500034, Telangana, Indja <

Reprint Date / %e,:

Hata: 30.09.2022

| Reprimbdoatess: +91 40 4900 2999, E

nRleprilg dDateys.com
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