Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories jtd,
Formulation Unit-6

Vill. Khol, Nalagarh Road, Bad g,
Distt. Solan, H.P.,, 173 205, IND3;a
Tei: +91 98166 56001-02
www.drreddys.com

Y@-criekTpoPoTOMETPUA

CEPTUHOUHKAT AHAJIN3A
Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
| Dpomyxr: Keropon” Dxcnpece (KeTopomnak) TabieTkH, AMCNIEPrHPYEMbIE B OJIOCTH T4, 10 mr
Batch No / : V2300187 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6bem cepu 36,00,000 Tab
Analytical Report No / : 890001644082 Date of Analysis / 11.02.2023"
AnanurHyeckunil order Ne JlaTa anannza
Date of Manufacture / : Jan.2023 Date of Expiry / Dec.2024
dara npousBoacTBa T'ogen o
Analysis performed according ND / Anann3 nposeaen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021 / uzmenenue Nel ot 27.12.2021)
: Page10f7/Crp. 1 u3 7
1}00 Test / [Ioka3aTeb Results / PesynbTaTh! 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. / Kpyrnsie, minockue Kpyrnble, Iuiockue TabNeTky ¢ Gackoi,
TabneTku ¢ GackoH, CBETIO- CBETIIO-KENTOr0 IBeTa C IPaBUPOBKOM
JKENTOro IBETa C TPaBUPOBKOM «l» Ha OIHOM CTOPOHE.
«» Ha OZ[HOM CTOPOHE.
2 Identification / [TopauHHOCTD
Ketorolac / Kemopoiak
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®-cHexTphl
[OIJIOILEHHS UCIIBITYEMOrO PacTBOpa u
pactBopa  craHmaprHoro  obpasia
KETOpOJaKka TpPOMETaMUHA  NOJDKHBI
UMeTh MAKCUMYMbI IIPH OAAHOH H TOH Xe
IUTHHE BOJHBI (£ 2 HM).

R.emarks: The Product confarms o NTV/
[pumeuanue: [Ipoaykr cootseTcTBYeT TpeboBanusaM HIQ

Conclusion: APPROVED /
3axmouenne: OJIOBPEHO

Jlara: 11.02.2023

Hara: 11.02.2023

Prepared by / Checked by / Approved by: Manager/Executive /
[ToproTtopneHo: Ankit IIposepeHo: N;a,:esh Kumar Onobpeno: Menemkep / Pykosonurens
(/h \_~ ( /0 Amit Kumar ,\;}\,;/_
L (-
Reprint Date / Reprint Date / Reprint Date /

Hata: 11.02.2023

Registzred Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2899, Email: mail@direddys.com

CiN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories { +q,
Formulation Unit-&

Vill. Khol, Nalagarh Road, Badig;,
Distt. Solan, H.P,, 173 205, INDA
Tel : 491 98166 56001-G2
www.drreddys.com

CEPTHO®HUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayir: Ketopon™ Dxenpece (keToposak) TabaeTky, AUCNEPripyeMble B OIOCTH pTa, 10 mr

Batch No / : V2300187 Batch Quantity / : 36,00,000 tab /
Cepnst Ne O0bem cepu 36,00,000 Tab
Analytical Report No / : 890001644082 Date of Analysis / 11.02.2023
AHanuTHYecKHH oTyeT Ne Jarta ananu3a

Date of Manufacture / : Jan.2023 Date of Expiry / Dec.2024
JaTa mpoM3BOICTBA Toaen oo

Analysis performed according ND / Ananus nposenen o H/L:
JIT1-004929-011119 (amend Nel from 27.12.2021 / nameHenne Nel or 27.12.2021)

Page2 of 7/Crp. 2 m37

No

Test / Iloka3zaTenb
Ne

Results / PesynbTaThbl

Specification / Hopma

b) By HPLC/B3XX

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  ynepXuBaHHs
OCHOBHOTO MHKa Ha XpoMarorpamme
HCIIBITYEMOTO ~ PacTBOpa  [OJKHO
COOTBETCTBOBATh BpEMEHH
YIEpXHBaHHA OCHOBHOLO MHKa Ha
XpOMaTorpamme pactBopa
CTaHIapTHOIO KeTopoJiaka
TpOMeTaMHHa (paznen
«KoJIM4ecTBEHHOE OTpeIeNIeHHED).

obpasua

Remarks: The Product conforms to ND/
Ipumeyanye: IIponykr cootBeTcTBYeET TpeboBanusm HJ

Conclusion: APPROVED /
3akmogenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive / -
IToaroroerneHo: Ankit /A‘ ITposepeno: Naresh Kumar OnobpeHo: MeHe,L‘[{f:p / PykoBOAMUTEIND

/L Amit Kumar N o
Reprint Date / Reprint Date / Reprint Date /

JTlara: 11.02.2023

Hara: 11.02.2023

Hara: 11.02.2023

Registered Offica: 8-2-337, Rdad No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, india
Tei: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

Dr. Reddy’s Laboratories (4.
Formulation Unit-6

Vill. Khoi, Nalagarh Read, Bad;,
Distt. Salan, H.F., 173 205, INDja
Tel : +51 88166 56001-02
www.drreddys.coni

CEPTUPUKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Ketopon™ Dkcnpece (keToponak) TabletTky, Ancrneprupyemble B MOJIOCTH pTa, 10 mr

Batch No / 1 V2300187 Batch Quantity / : 36,00,000 tab /
Cepun Ne O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001644082 Date of Analysis / 11.02.2023
AHaguTHYecKHil oTyeT N2 JaTta ananuza

Date of Manufacture / : Jan.2023 Date of Expiry / Dec.2024
Jara npouzBoacTea TI'onen oo

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

Page3of 7/Crp.3 n3 7

No

N Test / ITokazaTean Results / PesyabTaTsl Specification / Hopma

3 Identification Complies / CooTBeTCcTBYET The  retention  times of 2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMoanunHoCTHL butylhydroxyanisole peaks on the
Oy THJIrHAPOKCHAHH3OJ 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 yIepXHBaHUs
IMMKOB  2-OyTUNTMOpOKCHAHHM30NA U
3-6yTUNTHAPOKCHAHM30IA Ha
XpoMaTorpaMme HCIIBITYEMOTO
pacTBopa JOIDKHBI COOTBETCTBOBATh
RPEMEHAM YNEKHRAHHA HHKOR
2-6y TUWITHAPOKCHAHU301a u
3-6yTHITHIPOKCHAaHU301a Ha
XpoMarorpaMmme pacTBopa
CTaHIapTHOI'O obpasna
O6yTUIrUAPOKCUAHN301a (pazmen
«Conepxanue

OYTUITHAPOKCUAHU30TIay).

4 Average weight / Cpegusist
Macca

68.3 mg/ 68.3 Mr

67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Ot 67,2 Mr 10 72,8 Mr (70,0 Mmr +£4,0 %).

Remarks: The Product conforms to ND/

[Tpumeuanwe: Ilpoaykr coorsercTByeT TpeboBanmsiM HJJ

Conclusion: APPROVED /
Zakmouenue: OJJOBPEHO

Prepared by / Checked by /

IMoarororneno: Ankit \

IIporepeno: Nar/zsh Kumar

2

Approved by: Manager/Executive /

Onobpeno: Menemwkep / PykoBogurens

Amit Kumar [\ _1\—_—
s

Reprint Date /
Jara: 11.02.2023

Reprint Date /

Jara: 11.02.2023

Reprint Date /
Hara: 11.02.2023

Registerad Office: 8-2-337, Raad Ma. 3, Benjara Hills, Hyderabad - 500034, Telangana, India
Fai: +91 40 4500 2900, Fax: +91 4C 4900 2999, Email. mail@drieddys.com
CIN: L85195AP1984PLCO0O4SGT
www.drreddys.com




Dr.Reddy’s €&

Dr. Reddy's Laboratories i1,
Formulation Unit-6

Viil. Khol, Nalagarh Road, Badldj,
Distt, Sofar, H.P, 173 205, INDjA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon™ Dkenpece (ketoposiak) TabieTku, AHCIEpriupyemsie B NojocTH pra, 10 mr

Batch No / : V2300187 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6Bem cepuu 36,00,000 Tab
Analytical Report No / : 850001644082 Date of Analysis / 11.02.2023
AnannrTudecknii oraer No JlaTa anaiuza

Date of Manufacture / : Jan.2023 Date of Expiry / Dec.2024
Jata npoussoacTBa T'onxen xo

Analysis performed according ND / Ananns nposeaen no H/I:
JITI-004929-011119 (amend Nel from 27.12.2021 / usmenenue Nel or 27.12.2021)

Paged4of 7/ Crp. 4 u3 7

No

Test / ITokazaTennb
No

Results / PesyabTaThl

Specification / Hopma

Uniformity of weight /
OOHOPOAHOCTH MACChl

Complies / CooTBETCTBYET

18/20 tablets - not more than + 10 %
2/20 tablets - not more than £ 20 % /
18/20 Tabnerox — He 6oyee + 10 %
2/20 TabneTok — He Gonee £ 20 %

5 Disintégration time /
Pacnapaemocthb

18 sec /18 cek

Not more than 3 min / He 6onee 3 Mmun

6 Dissolution / PacTBopenue Unit-1 / Tabn-1 101 % Not less than 75% (Q) of
R Ci1sHi3NO3CsH ;1 NO3 (ketorolac
Lottt T2 S0 tromethamine) in 15 min / He Menee
Unit-3 / Ta6n-3 100% | 75% (Q)  CisHisNOs;=CsH11NOs
. - b {keTOponaka  TPOMETaMHH)  Yepes
Unit-4 / '1'abn-4 9YYs% 15 et
Unit-5 / Tabn-5 100%
Unit-6 / Tabn-6 100%

7 Fineness of Dispersion/
JAncnepcHocTs

Complies / CooTBEeTCTBYET

A uniform suspension passing through a
710 um sieve is formed. / O6pa3zyercs
OIHOpOJHAs CYCTICH3HA, TPOXOAsLIAs
CKBO3L CHTO C pa3MepoM OTBEPCTHIH
710 MKM.

Remarks: The Product conforms to ND/
ITpumedanye: Ilpoaykr cootBeTcTBYeT Tpebosanmam HJI

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
IToarotosneHo: Ankit (A

Checked by /
IIposepeno: Naregsh Kumar

i

—

Approved by: Manager/Executive /
Ono6peno: Menemiep / PykoBoauTens

Amit Kumar SN
S

Reprint Date /
Iara: 11.02.2023

Reprint Date /
Jara: 11.02.2023

Reprint Date /
Jara: 11.02.2023

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

CIN: L85195AP1984PLCON4507

www.drreddys.com




Dr.Reddy’s ":‘.'

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories | 4.
Formulation Unit-6

Vill. Khoi, Nalagarh Road, Bacidi,
Distt. Solan, H.P., 173 205, iIN DA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUOHKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon® Dkenpecc (keTopoak) TabneTku, AUCNepryipyembie B MONOCTH pTa, 10 Mr

Batch No / : V2300187 Batch Quantity / : 36,00,000 tab /
Cepuna Ne O6BeM cepun 36,00,000 Tab
Analytical Report No / : 890001644082 Date of Analysis / 11.02.2023
AHannTHYeCKHi oT4eT No JaTa anainsa

Date of Manufacture / : Jan.2023 Date of Expiry / Dec.2024
JlaTta npoH3BoacTBA T'oaen no

Analysis performed according ND / Ananus nposenen mo HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021 / uzmenenne Nel or 27.12.2021)

PageSof 7/Crp. Sm3 7

8 Related impurities / PoacTBeHHbIe NpUMecH

ketorolac 1-hydroxy analog /
1-ruppoxcuaHanor
KeTopoJsaka

Less than LOQ(L0OQ:0.0032%)
Menee LOQ (LOQ = 0.0032%)

0.05%

ketorolac 1-keto analog/
1-xeToananor KeTopojaka

0.04%

Any unidentified impurity /
eQMHNYHAs
HenneHTHUIIHPOBaHHas
IIpUMech

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

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

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

Total impurities /
Cymma rpuMeceit

0.1 %

Not more than 1.0 % / He 6onee 1,0 %

9 Water / Bona

2.2%

Not more than 7.0% w/w /
He 6onee 7,0 %

10

Residual solvents by GC/ OcTtaTo4yHble OpraHH4YeCKHE PACTBOPHTE/H

Isopropyl alcohol /
H3onpomnaHon

7 pg/tab / 7 Mxr B TabieTke

Not more than 350 pg/tab /
He 6osice 350 MKT B TabneTke

Remarks: The Product conforms to ND/
ITpumeuanue: Ilponykr cooTBeTcTBYET TpeboBanuam HJI

Conclusion: APPROVED /
Zaxawuenne;: OJJOFPEHO

Prepared by /
IMToarorosneno: Ankit

A

Checked by /
[TpoBepeHo: Na?sh Kumar
4

g

Approved by: Manager/Executive /
Onobpetno: Menemixep / Pykosoaurens
Amit Kumar [\ - \__

‘ Do

Reprint Date /
Hara: 11.02.2023

Reprint Date /
Jata: 11.02.2023

Reprint Date /
Hara: 11.02.2023

Registered Offica: §-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, India
Tei: +91 40 4900 2900, Fax: +91 40 4900 2999, Emaii: mali@drreddys.com

CIN: L§5195AP1984PLCO045C7

www.drreddys.com




Dr.Reddy’s €%

Dr. Reddy's Laboratories itd,
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoayxr: Ketopon™ Dkenpece (keroponak) TabneTku, AMCHieprupyeMble B MONOCTH pTa, 10 Mr

Batch No / : V2300187 Batch Quantity / : 36,00,000 tab/
|Cepus Ne O6beM cepHH 36,00,000 Tab
Analytical Report No / : 890001644082 Date of Analysis / 11.02.2023
AHajguTHYecKH i oTyeT No Jarta ananusa

Date of Manufacture / : Jan.2023 Date of Expiry / Dec.2024
JaTta npou3BoacTBa T'oxen po

Analysis performed according ND / Anannz nposeaen no HJI:
JIII-004929-011119 (amend Nel from 27.12.2021 / namenenne Nel or 27.12.2021)

Page 6 of 7/ Crp. 6 u3 7

11 | Microbial enumeration tests / MukpoGHoIOruyecKasi YHCTOTa*
a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / Obuee yuciio Mesnee 10 KOE/r He 6onee 1000 KOE/r
a3pOOHBIX MHKPO-
OpraHH3MOB
b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and moulds count / O6uiee Menee 10 KOE/r He 6onee 100 KOE/r
YHCIIO JPOMCOKEBBIX M
TUIECHEBBIX IPHOOB
¢) Escherichia Coli Absent Shell be absent in 1 gram /
' OtcyrctBue B 1 T
12 Uniformity of dosage units / 4.9 Acceptance value (AV) not more than
OaHoponHoCTh 15.0 / IlpuemMoyHoe 3HaueHue (AV) He
J03HPOBAHHSA 6onee 15,0.
13 Assay / KonnuecTBeHHOE 9.8 mg /9.8 Mr From - 9.0 mg to 11.0 mg of
onpeaeeHue (98.2%) C15H13NO3°CsH; INO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr mo
1 1,0 MI C15H13NO3'C4H11NO3
(xeroporaka tpomeramuH) (ot 90,0 no
110,0 % oT 3ajBJICHHOTO KOJHYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0946 mg/tab / Not less than 0.042 mg/tab /
content / Copnepxxanue 0.0946 mr B Tabnerke He menee 0,042 mr B TabneTke
Oy THITHAPOKCHAHKH30.1

Remarks: The Product conforms to ND/
[Tpumeyanue: ITpoaykr coorBercTByeT TpeboraHmsiM HJT

Conclusion: APPROVED /
3akmouenne: OJOBPEHO

Prepared by /
ITogrorosneno: Ankit .~

Checked by /
IIpoBepeno: Naresh Kumar

—

Approved by: Manager/Executive /
Onobpeno: Menemwkep / Pykosoautens
Amit Kumar

-~ .
[ el ttr\ —

Reprint Date /
Hara: 11.02.2023

Reprint Date /
Hara: 11.02.2023

\
Reprint Date /

Repisterad

Office: 8-2-337, Road No. 3, Banjara Hills, Hyd

Tel: +51 40 5900 2908, Fax: +21 40 4300 2295, fimail:

CIN; L85185AP1384PLLOGAS0GT
www.drreddys.com

Hara: 11.02.2023

ad 4, Telangana, India
ddvs.com
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Dr. Reddy’s ":‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories 4,
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baciq;,
Distt. Solan, H.P,, 173 205, IN DA
Tel : +91 98166 56001-07
www.drreddys.com

CEPTUDPUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon® Dkenpecc (keToponak) TabneTkH, AMCIEPIrHPYEMbIE B TT0JIOCTH pTa, 10 mr

Batch No / : V2300187 Batch Quantity / : 36,00,000 tab /
| Cepust Ne O6bem cepuH © 36,00,000 126
Analytical Report No / : 890001644082 Date of Analysis / 11.02.2023
AnaguTHyeckusi oTuer Ne JlaTa aHaJan3a

Date of Manufacture / : Jan.2023 Date of Expiry / Dec.2024
Jata npon3BoCcTBA T'oaeH a0

Analysis performed according ND / Ananauns nposeaen no H/I:
JIT1-004929-011119 (amend Nel from 27.12.2021 / uzamenenne Nel or 27.12.2021)

Page 7 of 7/Crp. 737

15 | Package/ YnakoBka 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
(PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or
desiccant/HDPE) foil // (PE/AL) | 2 blisters with patient information leaflet
foil. 2 blisters with patient | in a carton pack. / Ilo 10 Tabmetok B
information leaflet in a carton | OnucTepe u3 (ITA/ATITID c
pack. / Ilo 10 Tabnetox B pinaronorjoruteneM/II2BI1) donbru //
6nucrepe w3 (TMA/AJVIID ¢ | (IID/AJD) donsru. ITo 1 win 2 6nucTepa ¢
Biaronornorturenem/[13BIT) MHCTPYKIIME [0 NPHMEHEHHIO B DNAYKy
domnbru // (II3/AJ]) donsru. Ilo | KapTOHHYIO.

2 Gnuctepa ¢ MHCTPYKUMEH 1O
NPUMEHEHHIO B fnavyky
KapTOHHYIO.
16 Labeling / Mapkupoeka According to ND / B coorserctBuu ¢ HJT
17 | Storage conditions / Below 25 °C. / IIpu temneparype He Bbliie 25 °C.
Xpanenue
18 Shelf life / Cpok roaHocT 2 years / 2 roga

* 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.

* TIpH BbIMYCKe JIeKapCTBEHHOr0 penapara KOHTPOJIb Ka4eCTBA M0 NOKA3aTeNI0 ’
«MHuKpPOOHOTOrHYeCKas THCTOTAY IPOBOIAMTCH 1 Kaxgoi 20-0i cepun, M 1 OXHOM CEepHH B I'of,
B 3ABHCHMOCTH OT TOX0, YTO HACTYIIUT PAHbIIE.

Remarks: The Product conforms to ND/
ITpumeuanue: IIpogykr coorseTcTByeT TpebosanuaM HJT

Conclusion: APPROVED /
Zaxumoyenne: OJJOBPEHO

Prepared by /

Tonrorosneno: Ankit

A

Checked by /
[Tposepeno: Naresh Kumar

Approved by: Manager/Executive /

Onobpeno: Menemkep / PykoBoauTessp
it K - .

Amit Kumar (/l(w N

—

Reprint Date /
Jara: 11.02.2023

Reprint Date /
Jlata: 11.02.2023

Reprint Date /-
Jara: 11.02.2023

)

Ragisters

d Officer £-2-237, Road N, 3, Baniara Hilis, Hy
Tel: +01 40 4900 2909, Fax: +91.40 4900 2999, ;|

CIN: L85195AF1984PLCOB4SCT
www.drreddys.cori

Eenaill mail

d - 500034, Tetangana, India

frveddys.cam




