Dr.Reddy’s Q:’.’-‘

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. 5olan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A
Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Ipoayxr Hoyknnn® Dxenpece (abynpoden + napaneramos), TOPOMOK /s IPHLOTOBICH
pacTBOpA AJ1A NpHeMa BHYTPb, 400 mr+325 mr L1
Batch No. / : V2401775 Batch Quantity / : 15542.00 units /
Cepus N O6nem naprun 15542.00 eanuun
Analytical Report No. / : 890001760374 Date of Analysis / : 18.09.2024
AnajnTrdecknii oTyer No JlaTa aHaau3a
Date of Manufacture / 1 08/2024 Date of Expiry / : 07/2026
JlaTa npoH3BOICTBA T'onen no
Analysis performed according ND / Auayn3 nposeaen no HJ: JIII-007239-300721
- Ne [ ~ Test / ITokaszaTesn Result / Pesybratel | " Specification / Hopma n
1 |Descnpt10n / Onucanne White powder, with a White to off-white powder, with a
characteristic odor. /| characteristic odor. / Ilopolrok ot 6esoro |
i Ilopomox 6enmoro nBera c| 4o moyTH GeNoro UBETa, C XapaKTEPHBIM |
| | XapaKTEpHEIM 3aMaxoM. ‘ 3anaxoM.
| . — .'
2 |Reconstituted solution / Colourless solution with a|Colourless solution with a characteristic|
BoccTaHOBIEHHbIA pACTBOD characteristic odor, with small | odor shall be observed, may have small|
| amount of suspended | amount of suspended particles. / |
' - appearance / onucanue particles. /  DBecuBerHblH | BecuBeTHBI pacTBOp € XapaKTEpPHBIM 3
. [ pacTBOp C  XapaKTepHBIM | 3aMaXoM, C BO3MOXHBIM COMEPXKAHHMEM |
| samaxoM, C  HeGOMBIIMM | HEOONBIIOTO KOMMYECTBA B3BELUCHHBIX
| KONMMYECTBOM  B3BELIEHHBIX | YaCTHLI.
ot = i YaCTHIL. g B
N | Test / [lokazaTenn Result / Pesy/ibTaTni ~ Specification / Hopma
- Color of the solution / Complies / Color intensity of the solution does not
K{eemHnacme CoOTBETCTBYET exceed color intensity of reference standard
By. / PactBop nOmKeH ObITh OKpallleH He|
6onee HHTEHCHBHO, 4eM 3TaN0H Bo. |
3 |Dissolution time / 01 min 20 sec/ 01 Muui 20 cex | Not more than 5 min. / He 6onee 5 MMH. |
Bpemsa pacTBopenust S e B T e el |
4 H of solution / pH pactBOpa 6.4 5.8107.8./01 5,8 mo 7,8.
' |

Remarks

: The Product confirms to ND/
IIpumeuanne: ITpogykt cooTseTcTBYeT TpeboBaHHAM HII

Conclusion : APPROVED /
Bakmwuenne: ONOBPEHO

Prepared by /

4

Checked by /

Approved by: Manager/Executive /

Hara: 18.09.2024

Jara: 18.09.2024

TMozaroroBnero: Pravesh Rana | TIposepeno: Ramy Kant Ono6peto: Menexep / PykosoaTesh, \ ){Lﬂf
th..,Ll‘d- l’t_ Manoj Kumar AL
Reprint Date / Reprint Date/ X Reprint Date /

Iara: 18.09.2024

Hegistered Uttice: 8-2-33/, Road No. 3, Banjara Hills, Hyderabad - 5UUU34, lelangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: maii@drreddys.coin

CIN: L85195AP1984PLCOD4507
www.drreddys.com




Dr.Reddy’s "&.‘.

Dr. Reddy's Laboratories Ltd,
Formuiation Unit-6

Vilt. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, iNDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHUOUKAT AHAJIM3A

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg -+ 325 mg
IIpoayxr Hoyxmin® Dienpece (nbynpoden + napaneramo), NOPOIIOK st NPATOTOB/ICHHA

pacTBOpa it pHeMa BHYyTpb, 400 Mr+325 mr
Batch No. / : V2401775 Batch Quantity / : 15542.00 units /
Cepus No O6bem naprun 15542.00 equHuL
Analytical Report No. / : 890001760374 Date of Analysis / : 18.09.2024
AnaumrHveckHil oTyer No JlaTa anann3a
Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
| JlaTa npon3BoaCTBA Tojen 1o

Analysis performed according ND / Anaaus nposeen o HJ: JITT-007239-300721

Result / PesysibTaTnl
Complies /
COOTBETCTBYET

—Fg_lj_ Test / [Toka3zaTesn
5 [Identification / IlognuuuocTh

4) by HPLC / BIXX

— Ibuprofen / ubynpoen

— Paracetamol / napayemamon

] “"Specification / Hopma

i-The retention times of the main peaks in the
| chromatograms of test solutions should
 correspond to those in the chromatograms of
reference  standards solution (Assay
section). / Bpemst yaepkHBaHHs] OCHOBHBIX
MMHKOB Ha XpOMaTorpaMMax HCIBITYEMbIX
pacTBOPOB  JOMKHBI ~ COOTBETCTBOBATH
BpeMeHaM YAESPKUBAHNS
COOTBETCTBYIOLIHX OCHOBHBIX TIMKOB Ha
XpOMaTOTpaMMax pPacTBOpPa CTAHAAPTHBIX
obpasuor  (pasgen  «KommvecTBeHHOE
oIpedesIeHHEY).

Complies /
CooTBeTCTBYET

B) by HPLC-UV/B3XX-Y®
— Ibuprafen / ubynpodgperi

— Paracetamnol / napayemamon

| When carrying out the "Assay" test, the
UV spectra of the test solutions should|
correspond to those of ibuprofen and
paracetamol standard solutions. / Ilpu
nposeaeunn  rtecta  «KonumuectBeHnoe
onpeaeneHne» YD-COeKTpsl HCHBITYEMBIX
pacTBOPOB JOIKHBEI COOTBETCTBOBATE Y (-
CTIEKTPaM  CTaHIAPTHBIX pPacTBOpPOB
ubynpodena u napareramoa. |

|

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

IIpnmeuanne: [IpoaykpcooTeeTcTByeT TpeboBanuaM HJI 3axmouenne: OJJOBPEHO

Prepared by / 4 Checked by / Approved by: Manager/Executive /

[oarotosneno: PravesfiiRana | ITposepeno: Rama Kant Omnobpeno: Menemxep / PykoBogurens w
d\ o Llﬁ(y Manoj Kumar g

Reprint Date / Reprint Date/ =\~ Reprint Date /

Iara: 18.09.2024 Hara: 18.09.2024 Jara: 18.09.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax; +97 40 4300 2959, Email: mait
CIN: L85195A4P1984PLCOD4507
wwiv.drreddys.com

@erredidys com




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

e
Dr Reddy’s ‘.. Vill. Khal, Nalagarh Road, Baddi,
¢ b Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-0Z
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIU3A
Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg -+ 325 mg
Mpoxyxr : H6yxann® Ixcmpece (n6ynpoden + napaneramo.r), NOPOLIOK AJIS PHIOTOBIEHHS
PACTBOpA /IS IPHEMA BHYTPD, 400 Mr+325 mr

Batch No. / : V2401775 Batch Quantity / : 15542.00 units /
Cepua Ne O0beM NapTHH 15542.00 eapunny =
Analytical Report No. / : 890001760374 Date of Analysis / + 18.09.2024
AnaanTudecKuii oryer Ne Jara aHanu3a
Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JaTa npou3BoacTBa T'onen po
Analysis performed according ND / Ananus nposesen no H/: JITT-007239-300721

Ne |  Test/Tlokasarear Result / Pesynvratin | Specification / Hopma

6 |Particle size / Pasvep gacTii I 100 % Particle size less than 2 mm —not less

than 95 %; / YacTuu pazMepoM MeHee 2 MM
— He MeHee 95 %;
92 % Particle size less than 0.25 mm — not less
| than 60 %. / yacTul pa3MepoM MeHee
10,25 MM — He meHee 60 %.

| |
| | '

7 |Water /Boga i 4.6 % Not more than 8.0 % w/w. / He 6osee 8,0 %. |

8 [Related substances /
' |' Poacreesusie npumecy

- ibuprofen / ubynpogen 0.04% [ndividual unidentified impurity - not more
than 0.15 %. / EquHnyHas
11-1emuemm1nf1uxfxpoaalﬁmasi IpUMech - He
Gonee 0,15 %.

0.04% Total impurities - not more than 0.5%. /

Cymma nipumeceit - He 6omnee 0,5 %.

- paracetamol / napauemamon Below LOD (LOD = 0.01 %) / [lmpurity K - not more than 0.15%. /

Hwxe npenena obHapyxetns |[Ipumech K - ne 6onee 0,15 %.

(ITO = 0.01 %)

Below BDL (Disregard Area |Individual unidentified impurity - not more

|6255) /Huxe nopora peructpauu {than 0.10%. / EquauYHas

((ITP Area 6255) HeHIIeHTHOHIHPOBAHHAS IPUMECE - HE

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: ITpoaykt,cooTBeTcTBYET Tpebopanusm H]J 3axmovenne: OJOBPEHO
Prepared by / /};ﬂ Checked by / Approved by: Manager/Executive /
Hoxrorosneno: Pravesh Rana | Flposepeno: Rami& Onobpero: Mernemxep / Pyxosoautens j J!? e Lp

.:]r L[ Manoj Kumar
Reprint Date / Reprint Date/ i Reprint Date /
Jarta: 18.09.2024 Hara: 18.09.2024 JlaTa: 18.09.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 40 4300 29599, Email: maii@drreddys.comn
CIN: L85195AP1984PLCO04507
wivw.drreddys.com




Dr.Reddy’s €€

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

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

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A
Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Iponykr : HGyxsmn® xcnpece (nbynpoden + napaueramosr), NOPOIIOK NS IPHIOTOBNEHHS
PpACTBOpA IJis NpHeMa BHYTPb, 400 Mr+325 mr
Batch No. / : V2401775 Batch Quantity / : 15542.00 units/
Cepusa Ne |O6bem mapTun 15542.00 etmuun
Analytical Report No. / : 890001760374 Date of Analysis / : 18.09.2024
AHaNUTHYECKHiH 0T9eT No Jata anajnsa =
Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JaTa npoH3BoacTBa ToaeH go
Analysis performed according ND / Anaan3 nposesen mo HJL: JII-007239-300721

N | _ Test / Tlokasareas

| Result / PesyibTarTh

__1

1, Specification / Hopma

Below BDL
perucrpaluu

/ Husxe nopora;;GOJTee 0,10 %.

[Total impurities - not more than 0.5%. /
ICymma npumeceit - e 6onee 0,5 %.

9 Uﬁormity of dosage units /
OfHOpPOZHOCTB J03HPOBAHHA

- ibuprofen / ubynpogen

- paracetamol / napayemanmon

10 | Microbial limits  /
MukpoGHOIOrHYecKasn YUCTOTA

23

1.8

Acceptance value (AV) should not be more
than 15.0. / IToxazaTenb npueMneMocTy
(AV) nomxeH 6b1Th He bonee 15,0.

|
|
|

Acceptance value (AV) should not be more
than 15.0. / IToka3atenb IpHEMJIEMOCTH

| (AV) nomxen 6b1Th HE 6onee 15,0.

NIL CFU/g/
KOE/r

NIL CFU/g/
KOE/r

Absentper 1 g/
Otcyreryer B 1T

a) Total aerobic microbial count - not
mote than 1000 CFU/g. /

Ob11ee Yucno a3poBHBIX MEKPOOPraHMU3MOB
- ne 6osree 1000 KOE/T.

b) Total combined yeasts and mould -
not more than 100 CFU/g. /

O6uIee 4MCTO IOPONOKEBBIX W TUIECHEBBLIX
rpu6os - e 6onee 100 KOE/T.

¢) Escherichia coli - shall be absent per 1 g./
Escherichia coli - oTcyT¢TBHE B 1 T

11 | Assay / Koamnuccrecunoe

onpeneieHne

Remarks : The Product confirms to ND/

Ipumeuanne: [poaykt coorsercrayer Tpebopanuam HJI

Conclusion : APPROVED /
3axmoyenne: QJJOBPEHO

Prepared by / 4 Checked by / Approved by: Manager/Executive /

TNogroTtosneHo: Pravesh Rana | ITpoBepeno: Ramg Kant Opnobpeno: Menenxep / PyxoBonuTtens M
ﬁ i \J-L__t Manoj Kumar

Reprint Date / ReprintDate/ ~ % Reprint Date /

Jlara: 18.09.2024 IlaTa: 18.09.2024 Jara: 18.09.2024

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

CIN: L85195AP1984PLCOOA507
www.drreddys.com
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Dr.Reddy’s @3¢

Dr. Reddy's Laboratories Ltd,
Formulaticn Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHATIH3A
Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg

Ilpoaykr : H6yxann® Dxenpece (ubynpoden + napaneramor), MOpOMIOK A1t IPHIOTOBICHHS

pACTBOpA AJISl NpHeMa BHYTPb, 400 Mr+325 mr

Batch No. / + V2401775 Batch Quantity / : 15542.00 units /

Cepust No O65meM NapTHH 15542.00 enunni

Analytical Report No. / :+ 890001760374 Date of Analysis / : 18.09.2024

AnaauTHueckuii oryer No JaTa aHAJIH3A

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026

JlaTa npou3BoICcTBA Cogen 10

Analysis performed according ND / Ananns nposejies mo HA: JIN1-007239-300721 |

“Ne | Test/Iokasarenb Result / PesyapTaTot ~ Specification / Hopma ]

- ibuprofen / ubynpodgper 394.5 mg (98.6%) / 360.0 mg to 440.0 mg of CizH 30 |
394.5 mr (98.6%) (ibuprofen) (90.0% to 110.0 % of label |
claim) per sachet. / Ot 360,0 Mr 00 440,0 MT
CuHi0; (ubympoger) (ot 90,0 %% jpo
110,0 % oT HOMUEAJIEHOTO COAEPXAaHUs) B
O/THOM MaKeTHKE,
- paracefamol / napayemamon 323.9mg (99.7%) / 292.5 mg to 3575 mg of CsHoNO;
323.9 mr (99.7%) (paracetamol) (90.0 % to 110.0 % of label
| claim) per sachet. / Ot 292,5 Mr 10 357,5 mr |
CsHoNO; (napaueramos) (or 90,0 % no
110,0 % OT HOMHMHAIGHOI'O CONEPXAHHUS) B
OIHOM MaKeTHKe.

12 Package / YnakoBka 5 ginasachet of a combination |5 g in a sachet of a combination material
material (laminated | (laminated paper/LDPE/aluminum
paper/LDPE/aluminum foil/LDPE). 6 or 9 sachets and patient
foil/LDPE). 9 sachets and |information leaflet in carton pack./IloSrB
patient information leaflet in|makernxe U3 KOMOGMHMPOBAHHOTO
carton pack. / Ilo 5 r B|MarepHana (naMHHUpOBAHHAS |
naKeTuke u3 | 6ymara/TIDHI/anromunnesasn
KOMOHHUPOBAHHOIO donsra/lIOHIN). ITo 6 uan 9 nakeTHKOB
MaTepuana (laMMHUpPOBAHHAs | BMECTe C MHCTPYKUHEH MO NPUMEHEHHUIO B
6ymara/[I9HII/anioMuHyeBas | mauKy KapTOHHYIO.
tbonpra/IISHIT). Ilo 9
NaKEeTHKOB BMECTE c

e . 0 — — |

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

Ilpumeuanne: [Iponykt coorsercTByeT TpeboBanuam HII Sakmogenue: OJOBPEHO

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

[ToarotosneHo: Pravesh Rana | [IpoBepeHo: Ramg Kant: Onobpeno: Menemkep / PykoBofuTenb "l__a{:,u (
jl,] ) U{t Manoj Kumar Nge——

Reprint Date / Reprint Date / [ Reprint Date /

Jlara: 18.09.2024 Ilata: 18.09.2024 Jata: 18.09.2024

Prgisiered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4908 2900, Fax: +91 40 490C 2999, Email: maij@drreddys.com

CIN: 1L85195AP1384PLCO04507
www.drreddys.com




Dr.Reddy’s ":°

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

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

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Hponyxt : Heyxaun® Sxenpece (MGynpoden + napaneramot), NOPOIIOK JJIst IPUTOTOBJIEHHSA
pacTBOpa Ads NpHeMa BHYTPb, 400 Mr+325 mr

Batch No. / 1 V2401775 Batch Quantity / : 15542.00 units /
Cepust Ne Obbem mapTHu 15542.00 egysny,
Analytical Report No. / : 890001760374 Date of Analysis / : 18.09.2024
AnanatHuecknii oryer Ne Jata anajan3za
Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JlaTa npoH3BOACTEA Togewn 1o
Analysis performed according ND / Anann3 nposeaen no HJI: JITI-007239-300721

Ne | Test / 1lokazaTennb Result / PeayabTaThl Specification / Hopma

UHCTPYKLHEH o
NIPUMEHEHUIO B navky
KapTOHHYIO.

13 |Labeling / MaprupoBka

"~ [Accurdiug o ND. /D cootpeicisan ¢ L,

14 Storage conditions /
XpaHenue

Store below 25 °C. / ITpu Temnepartype He Boiue 25 °C.

15 |Shelf life / Cpok roanocTH

2 years./ 2 rona.

API name / HaumenoBanve ADC:

Ibuprofen sodium dihydrate /

H6ynpodera HaTpua AMruapar

Paracetamol / ITapaueramMon

INN / MIIII: 'l'buprofon / IA6ynpode Paracetamol / [Tapanetamon
API manufacturer batch number / SB2F0004, SB1F0029 APAPE2023060680
Remarks : The Product confirms to ND/ Conclusion : APPROVED /

IIpumevanne: [Ipozyky cooTeeTcTBYET TpeGoBanusaM HJJ

Zaxawuenne: OJJOBPEHO

Prepared by / s
Tloarorosneno: Pravesh Rana

Checked by /
TlpoBepeno: Ramg Kant I—

el

Approved by: Manager/Executive /

Onobpeno: Menemxep / PykoBOANTE b R@L

Manoj Kumar

Reprint Date /
Tata: 18.09.2024

Reprint Date/ > \
Hara: 18.09.2024

S Reprint Date /

MHara: 18.05.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email; maii@drreddys.comn

CIN: L851954P1984PLCO04507
wwvydrreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTUDPHKAT AHAJIU3A
e s 1
Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Iponyxr : H6ykmun® dxcnpece (ubynpoden + napaueramot), MOPOLWIOK A5 NPHIOTOB/IEHHS
(I __pacTBopa A npuemMa BHyTpb, 400 mr+325 mr
Batch No. / : V2401775 Batch Quantity / : 15542.00 units /
Cepus Ne Ob6bem mapTHn 15542.00 eaunun

Analytical Report No. /
AHaJuTHYeCcKHi oTyeT Ne

: 890001760374

Date of Analysis /
Hara anaansa

: 18.09.2024

: 07/2026

Date of Manufacture / : 08/2024 Date of Expiry /

JlaTa BpOH3BOACTBA T'ogen mo

Analysis performed according ND / Ananu3 nposenen no HJI: JITI-007239-300721 i)
Homep cepus npouasoantens ADC:
FP Manufacturer API Batch number /
Homep cepnn cy6cTanumum FERAO00041, FEQA00629 FEQAO00453
npoussoguTens IJIP:
API Manufactured by & country / BASF Corporation, USA / Granules India Limited, India /
Iponasoautens ADC, crpana: BAC® Kopnopeiium, CIIA Ipanynec Unnus Jlumnren, Uuans

Remarks : The Product confirms to ND/
IIpnmenuanue: ITpoaykT cooTBETCTBYET Tpebosanuam H]T

Conclusion : APPROVED /
Zaxknmouenne: OJOBPEHO

Iara: 18.09.2024

Mara: 18.09.2024

Prepared by / “%. Checked by / Approved by; Manager/Executive /

ITogrotosneno: Pravesh Rana | Iposepeno: Rama Kant Onobpeno: Menenxep / Pykosonurens w
rﬁt WA _~ | Manoj Kumar

Reprint Date / ReprintDate/ > ¥ Reprint Date /

IlaTa: 18.09.2024

Registered Office: 8-2-337, Road No. 3, Bonjara Hills, Hyderabad - 500034, Telangana, (ndia
Tel: +91 40 4900 2900, Fax; +81, 40 4900 2999, Email; maii@dirsduys.com

CIN: L8S195AP1984PLCOD4507
wwvdrreddys,com
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