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CERTIFICATE OF ANALYSIS

Dy, Redoy's Laboratories itd
Formtitation Unit-6

Vill. ¥hol, Nalasarh Road, Bacidi,

Disct. Golan, K P, 173 205, INDIA

41 98165 56001-02

CEPTUOPUKAT AHAJIM3A

wewLdreeddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Ketopon™ Dkenpece (keroponak) Tabnerku, aAucnieprupyemsie B HoaocTH pra, 10 Mr

Batch No / : V2400067 Batch Quantity / : 3600000 tab /
Cepnsa Ne O6beM cepun 3600000 Tab
Analytical Report No / : 890001716953 Date of Analysis / : 07.02.2024
AHaanTHYeCKHI oTyeT No JaTa aHa/H3a

Date of Manufacture / : 12/2023 Date of Expiry / : 11/2025
JlaTta npon3BoacTBa T'onen no

Analysis performed according ND / Ananns nposenen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel ot

27.12.2021, namenenne Ne2 or 11.11.2022)

Pagel of 8/Ctp. 1u3 8

1;.2 Test / IlokasaTens Results / PesynstaTst Specification / Hopma
1 Description / Onucanune Light yellow round flat beveled | Light yellow round flat beveled tablets

tablets with "|" debossed on one
side. / Kpymisle, miockue
TabneTkn ¢ (ackoii, cBetIIo-
KENTOrO ILBETa C IPABUPOBKOM
«l» Ha ogHOM cTOpOHeE.

with "|" debossed on one side. /
Kpyraele, miockue TabeTku ¢ Gackoi,
CBETJIO-KEITOrO LIBETA C IPAaBHPOBKOI
«» Ha OJIHO CTOpOHE.

2 Identification / ITouIMHHOCTD

Ketorolac / Kemoponaxk

a) Byuv/
V®-cnektpodoroMeTpus

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). / V®-cuexTpsl
TOTJIOMIEHHA UCTIBITYEMOr0 pacTBopa H
pacTBopa  CTaHZapTHOro  obpasia
KETOpOJIaKa TPOMETaMHHA  JIOJDKHEI
HMETh MaKCUMYMBI TIPH OTHOM ¥ TOM xe
JUTMHE BOJIHBI (£ 2 HM).

Remarks: The Product conforms to ND/
[Tpumeuanne: [poaykT cooTseTcTBYeT TpeGopanuam HJJ

Conclusion: APPROVED /
Zakmouenne: OJOBPEHO

Prepared by /
Iloarorosneno: Shivani

3

Checked by /
ITpoeepeno: Santosh Kumar

Maurya CBL

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

Manoj Kumar Q f

Reprint Date /
Hara: 07.02.2024

Reprint Date /
Hara: 07.02.2024

Reprint Date /
[Hara: 07.02.2024

i, Telanzana, Indiz

nadd@drreddyvacom
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Dr. Reddy s .. Vil I]ho[, palagarh Road, Bacddj,
Distt. Swolan, B.F, 173 205, INDIA

Tal 1 +01 SB166 56004-02

CERTIFICATE OF ANALYSIS e
CEPTHO®UKAT AHAJIN3A e AT

[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
MpoayrT: Keropon™ Dkenpece (ketoponak) TabueTku, AUCTIEprupyeMble B MOJOCTH pTa, 10 Mr

Batch No / : V2400067 Batch Quantity / : 3600000 tab /
Cepus Ne Oo0nem cepun 3600000 Tab
Analytical Report No / : 890001716953 Date of Analysis / : 07.02.2024
AHaJHTHYECKHI oT4eT No JaTa ananuza

Date of Manufacture / : 12/2023 Date of Expiry / : 1172025
Jara mponsBoacTrea T'omen go

Analysis performed according ND / Auanu3s nposeaen mo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenne Nel or
27.12.2021, nzmenenne Ne2 ot 11.11.2022)

Page2 of 8/ Crp. 2 u3 8

Test / IloxazaTenn Results / Pe3ynbraTs Specification / Hopma

No
No

b) By HPLC /B2XX Complies / CooTBercTByeT The retention time of the main peak on
the chromalogram of (est solution
should correspond to that on the
chromatogram of ketorolac
tromethamine standard solution (Assay
section). / Bpems yaepxuBaHus
OCHOBHOIO IHKAa Ha XpoMmarorpamme
HCIBITYEMOTO  pacTBopa  JOJIKHO
COOTBETCTBOBATb BpeMEHH
yIOEPKUBAaHUA OCHOBHOTO MHKa Ha
XpoMmarorpamme pacTeopa
CTaHJApTHOro obpaslia KeTopoJiaka
TpOMeTaMHHa (paznen
«Koau4ecTBeHHOE OIpeNeNIeHUe»).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ilpumeuanue: [IpogykT cooTBeTcTBYET TpeboBanmam HJT 3akmouyenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Shivani Ilpoeepeno: Santosh Kumar | Onobpeno: Menemxkep / PykoBoauTens

| /S)/ Maurya @ | Manoj Kumar | M

Reprint Date / Reprint Date / Reprint Date /
Hara: 07.02.2024 Hara: 07.02.2024 Hara: 07.02.2024




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Ketopon® Dkenpecc (keToponak) TabeTKH, JMCTIEpTHPYeMBbIe B IIOJIOCTH pTa, 10 Mr

WA CITeadys.COm

Batch No / : V2400067 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / : 890001716953 Date of Analysis / : 07.02.2024
AnajuTnyeckui oTger No JlaTa anann3a

Date of Manufacture / : 12/2023 Date of Expiry / : 11/2025
Jata npon3BojacTBa T'ozen oo

Analysis performed according ND / Anann3 nposeaen nmo H/I;
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenue Nel ot
27.12.2021, namenenue Ne2 or 11.11.2022)

Page3of8/Crp.3u3z 8

i.oo Test / IlokazaTens Results / Pe3synbraTsl Specification / Hopma
3 Identification Complies / CooTBeTCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMoaJIMHHOCTDL butylhydroxyanisole peaks on the
OYTHATHAPOKCHAHH30J1 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 ynepxuBaHus
MUKOB  2-OyTHNTHAPOKCHAHHM3ONA U
3-0yTHArUAPOKCUAHU301a Ha
XpoMaTorpaMme HCIIBITYEMOTO
pacTBopa JOJDKHBI COOTBETCTBOBATh
BpEMeHaM yIAePXKHUBaHHS IMKOB
2-6y TWITHAPOKCHAHN30J1a )’
3-6y TWITHIPOKCHAHHU301a Ha
XpoMmaTorpaMme pacTBopa
CTaHIapPTHOTO obpasua
Oy THIruAPOKCHAHN30TIA (pasmen
«ConepxxaHue
OyTHITHAPOKCUAHU30JIa»).
4 Average weight / Cpeaunsist 69.3 mg / 69.3 mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Macca Ot 67,2 Mr 1o 72,8 mr (70,0 Mr+ 4,0 %).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IMpumeuanue: Ilpoaykr coorseTcTBYeT TpeGoBanusM HJT 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosnexo: Shivani ITpoeepeno: Santosh Kumar | Onobpeno: Menemxkep / PykoBoautesns
Maurya ; Manoj Kumar -
/@")' = ; -
’ /
Reprint Date / Reprint Date / Reprint Date /
Hara: 07.02.2024 Jara: 07.02.2024 Hara: 07.02.2024
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CERTIFICATE OF ANALYSIS

1. Redehy's Laboratories {1d
Forimulation Unit-6

Vill. Khol, Malagarh Road, Baddi,

Distt. Solan, H.B, 173 205, INDIA

Ted 1 491 98

GH16L 56001-02

CEPTHO®UKAT AHAJIM3A

v drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropos™ Dkenpecc (keToponak) TabNeTKH, AUCTIEPITUPYEMBIE B TONOCTH pTa, 10 Mr

Batch No / : V2400067 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 tab
Analytical Report No / : 890001716953 Date of Analysis / : 07.02.2024
AHanHTHYeCKHIT oTyeT Ne Jara ananusza

Date of Manufacture / : 12/2023 Date of Expiry / : 11/2025
JlaTa npon3BoacTBa I'onen 1o

Analysis performed according ND / Anuanus nposeaen nmo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel or
27.12.2021, n3menenne Ne2 ot 11.11.2022)

Page4 of 8/ Crp. 4 n3 8

i‘? Test / Tlokazarenn Results / Pe3ynpTaTh! Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than + 10 %
OaHOpOAHUCTD MACCHI 2/20 tablets - not more than + 20 % /

18/20 Tabnetok — He 6Gonee + 10 %
2/20 rabneTok — He 6onee = 20 %

5 Disintegration time / 00 min 20 sec / 00 Mun 20 cek Not more than 3 min / He Gonee 3 mun
Pacnanaemocts

6 Dissolution / PacTeopennue Unit-1/ Tabn-1 104% Not less than 75% (Q) of

] CisH13NO3°C4H; 1NO; (ketorolac
Unit-2 / Ta6n-2 102% tromethamine) in 15 min / He meHee
TTnit-3 / Tafn-3 104% 5% Q) CisHENOzCH N,

. . (keToponaka  TPOMETaMHH)  4Yepe3
Unit-4 / Taba-4 104% 15 MuH
Unit-5 / Tabn-5 102%

Unit-6 / Tabn-6 101%

7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a

JducnepcHocTs 710 pm sieve is formed. / O6pasyercs
OJHOpPOJHAs CYCHEH3UA, NPOXOIAINAs
CKBO3b CHTO C pasMepOM OTBEpPCTHIk
710 MxM.

Remarks: The Product conforms

[Ipumeuanue: IIpogykt cootBercTByeT TpeGopanuam HJI

to ND/

Conclusion: APPROVED /
3axmouenne: OJOBPEHO

Prepared by /
Iloarorosneno: Shivani

Checked by /
Ipoeepeno: Santosh Kumar
Maurya < \E~’

Approved by: Manager/Executive /

OnobpeHo: Menemxkep / PykoBoautesn

Manoj Kumar

23
Reprint Date /
Hata: 07.02.2024

Reprint Date /

Hara: 07.02.2024

Reprint Date /
Hata: 07.02.2024

PR

Replstared Cifice; 3-2-337, Ruad i

wvedrreddys.com
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

556001-07

21 9816656001

w.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon® Dkcnpecc (ketoponak) TableTKH, AMCIIEPrupyeMBble B IONIOCTH pTa, 10 Mr

Batch No / : V2400067 Batch Quantity / : 3600000 tab /
Cepus Ne O0wem cepun 3600000 Tab
Analytical Report No / : 890001716953 Date of Analysis / : 07.02.2024
AHaJHTHYeCKHI oT4eT Ne Jara anaiuza

Date of Manufacture / : 12/2023 Date of Expiry / : 1172025
JaTa npoH3BOACTBA T'onen no

Analysis performed according ND / Ananns nposenen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenne Nel ot
27.12.2021, n3menenue Ne2 ot 11.11.2022)

Page S of 8/ Crp. Sn3 8

8 Related impurities / PoacTBendble npumecu
ketorolac 1-hydroxy analog / Below LOD (LOD = 0.0010 %) / Not more than 0.5 % / He 6onee 0,5 %
1-runpoxcuananor Huxe npenena obuapyxenus (I[10 =
KeTopoJiaka 0.0010%)
ketorolac 1-keto analog/ 0.07 % Not more than 0.8 % / He 6onee 0,8 %
1-keTOaHANOT KETOpOJIaKa
Any unidentified impurity / 0.12 % Not more than 0.5 % / He 6osee 0,5 %
eRUHHYIHAS
HeUNEeHTH(HUIMPOBAHHAS
OpUMECh
Total impurities / 0.2% Not more than 1.0 % / He 6onee 1,0 %
Cymma npumeceit
9 Water / Bona 25% Not more than 7.0% w/w /
He 6ounee 7,0 %

10 | Residual solvents by GC/ OcTaTouyHble opraHH4YecKue pacTBOPUTEJIH

Isopropyl alcohol /
H3onponanon

06 pg/tab /
06 MKT B TabyeTke

Not more than 350 pg/tab /
He 6osiee 350 Mkr B TabeTke

Remarks: The Product conforms to ND/
Ilpumeyanue: IIpoaykT cooTBeTcTBYET TpeboBaHusm HJI

Conclusion: APPROVED /
3akauenune: OJOBPEHO

Prepared by /
IMoarororneno: Shivani

Checked by /
[IpoBepeno: Santosh Kumar

Maurya ﬁ/
L

Approved by: Manager/Executive /

Onobpeno: Menemxep / PykoBoaurens

Manoj Kumar

o]

/
9
Reprint Date /

Jlara: 07.02.2024

Reprint Date /
Hara: 07.02.2024

Reprint Date /
JHara: 07.02.2024
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TpoayxT: Ketopon® Dkenpecc (ketoponak) TabieTku, IUCTIEPrUpyeMbIe B IONOCTH pTa, 10 Mr

Batch No / : V2400067 Batch Quantity / : 3600000 tab /
Cepus Ne Oo6nem cepun 3600000 Tab
Analytical Report No / : 890001716953 Date of Analysis / : 07.02.2024
AHaJIHTHYECKHH oTYeT Ne Jara ananuza

Date of Manufacture / : 12/2023 Date of Expiry / : 11/2025
Jara nponseoacTea T'onen no

Analysis performed according ND / Ananu3z nposegen mo HJI:

JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel ot

27.12.2021, u3menenue Ne2 or 11.11.2022)

Page 6 of 8 / Crp. 6 u3 8

11 | Microbial enumeration tests / Muxkpo6uoaoruyecKkas 1ucrora®
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Obmee yncno He 6onee 1000 KOE/r
a3pOOHBIX MHKPO-
OpraHu3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O6uee He 6osee 100 KOE/r
THCIO IPOHOKEBBIX U
TUIECHEBBIX IpUOOR
¢c) Escherichia Coli NA Shell be absent in 1 gram /
OtcyrctBHE B 1 T
12 Uniformity of dosage units / 2.6 Acceptance value (AV) not more than
OaHopoaHocTh 15.0 / IlpuemouHoe 3HaueHue (AV) He
JN03MpPOBAHMA 6oiee 15,0.
13 | Assay/ KonnuecTBeHHOE 10.0 mg / 10.0 mMr From 90mg to 11.0mg of
ompenesieHue (100.3 %) Ci5sH13NO3°C4H 1 NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
o 11,0 mr C15H13NO3+C4H 1 NO;
(xetoposiaka TpoMetaMuH) (ot 90,0 mo
110,0 % oT 3adBIEHHOTO KOJIMY€ECTRBA) B
Tabnerke

Remarks: The Product conforms to ND/
Ipumeyanne: Ilpoaykr cooTBeTcTBYeT TpeGoBaHUAM HJT

Conclusion: APPROVED /
3akaouenune: OJJOBPEHO

Prepared by /
IMoarorosaeno: Shivani

Checked by /
[TpoeepeHno: Santosh Kumar

Maurya <%
b

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBomuress
Manoj Kumar

el

A
Reprint Date /

Hara: 07.02.2024

Reprint Date /
Hara: 07.02.2024

Reprint Date /
Jlara: 07.02.2024
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CERTIFICATE OF ANALYSIS

CEPTHOPHUKAT AHAJIM3A

[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Ketopon® Dkcrpecc (ketoposnak) TableTKH, AUCIEprupyeMble B MOIOCTH pra, 10 mr

Batch No / : V2400067 Batch Quantity / : 3600000 tab /
Cepns Ne Oo0Bem ceprH 3600000 Tab
Analytical Report No / : 890001716953 Date of Analysis / : 07.02.2024
Anajgmradeckuii oryet No Jara ananusa

Date of Manufacture / : 12/2023 Date of Expiry / : 1172025
Jata npon3BoacTBa T'onen no

Analysis performed according ND / Anann3 nposeaes no H/I;
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenernue Nel ot

27.12.2021, usmenenne No2 or 11.11.2022)

Page 7 of 8/ Crp. 7 u3 8

14 Butylhydroxyanisole
content / Conepxanue
OyTHATHAPOKCHAHM30J1a

0.1006 mg/tab /
0.1006 mr B TabneTke

Not less than 0.042 mg/tab /
He menee 0,042 Mr B TabsieTke

15 Package / Ynakoska

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 Tabnerox B
onuctepe u3s (IIA/AJVIID ¢
piaronoriaorurenem/[19BIT)
donbru // (TI3/AJ) doasry. o
2 bnucrtepa ¢ MHCTPYKLHEH Io
MPUMEHEHHIO B nauKy
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
Tabnerok B 6inucrepe u3 (ITA/AJI/IID ¢
Baronorjotutenem/I13BI1) donabru /
(IT3/AJ]) donbru. 1o 1 unu 2 6nucrepa
C HMHCTpYKUMel IO NPUMEHEHHIO B
HayKy KapTOHHYIO.

16 | Labeling / MapkupoBka

According to ND / B cootserctuu ¢ HJJ

17 | Storage conditions /
Xpauenue

Below 25 °C. / Ilpu Temnepatype He Bbiiue 25 °C.

18 Shelf life / Cpok rogaocTH

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.
* JIpu BbIMyCKe JeKapCTBEHHOI0 MpenapaTa KOHTPOJIb Ka4ecTRa Nno nokasaresio «MuxpoGuonornyeckas
YHMCTOTa» MPOBOAMTCS /Il Kaxkaoii 20-0if cepuu, WU 1/ OHO cepUH B rojl, B 3aBUCUMOCTH OT TOI'0, YTO

HACTYNHT PAHRLIC.

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: Ilponykt cooTsercTByeT TpeboBanusm HJL 3akmouyenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toaroroeneno: Shivani [Tposepeno: Santosh Kumar | Omo6peHo: Menemxkep / Pykoroaurens
Maurya Manoj Kumar : r
<

A = el
Reprint Date / Reprint Date / Reprint Date /
Jlarta: 07.02.2024 Hara: 07.02.2024 Hara: 07.02.2024
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CERTIFICATE OF ANALYSIS
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CEPTUPUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Ketopon® Dkcrpece (keToponak) TabaeTky, IMcneprupyemsie B moaocty pra, 10 mr

Batch No / : V2400067 Batch Quantity / : 3600000 tab /
Cepus Ne O6Bem cepHH 3600000 Tab
Analytical Report No / : 890001716953 Date of Analysis / : 07.02.2024
AHanuTHYeCKHH oTueT N2 Jara anaauza

Date of Manufacture / : 12/2023 Date of Expiry / : 1172025
JaTta nponsBoacTBa T'open no

Analysis performed according ND / Ananus nposeaen no H/I:

27.12.2021, namenenne Ne2 ot 11.11.2022)

JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel or

Page 8 of 8/ Ctp. 8 u3 8

API name / Haumenosanue ADC:

Ketorolac tromethamine / Ketoponaka

Homep cepuu cybecranuuu npoussoaurens [JID:

TPOMETaMHH
INN / MHH: Ketorolac / KeToponak
API manufacturer batch number /
Homep cepuu npoussoautensa ADC: HBQH00643S
FP Manufacturer API Batch number / FEQA00573

API Manufactured by & country /
IIpoussoantesir APC, crpana:

Dr. Reddy's Laboratories Ltd., India /
I-p Penan'c JTaboparopuc JIta., Muaus

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

IMpumeyanue: ITpoaykT coorBeTcTBYET TpebopaHuaM HJ 3akmouenne: OJJOGPEHO

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

[Noarorosieno: Shivani ITposepeno: Santosh Kumar | Ono6peno: Menemkep / Pykosoautenes
. Maurya @ ) Manoj Kumar Py f

Reprint Date / Reprint Date / Reprint Date /

Hara: 07.02.2024 Hara: 07.02.2024 Hara: 07.02.2024




