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CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

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

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

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

[Iponykr: Keropon" (keToponak) pacTBop Ajist BHYTPUBEHHOIO H BHYTPHUMBIUIEYHOTO BBEAEHHUSA, 30 Mr/mn
Batch No / : V210940 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O0bem cepun 2,09,090 amnyn
Analytical Report No / : 890001546359 Date of Analysis / : 17.09.2021
AHajnTH4ecKkuii oTyeT No JMaTta ananuza

Date of Manufacture / : Aug-2021 Date of Expiry / : July-2024
Jarta npousBoacTBa I'onen mo

Analysis performed according ND / Amanus nposenen mo HJI: JI1-001365-231118 (amend Ne 1 from
14.01.2020 /m3m.Ne 1 ot 14.01.2020, amend No 2 from 24.08.2020 /u3m.Ne 2 ot 24.08.2020)
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i.g Test / Iloka3aTenn Results / PeyabraThl Specification / Hopma
1 Description / Onucanue Clear colorless  solution. /| Clear, colorless to pale vyellow

[Tpospauneli, 6eclBETHEIT pacTBOp.

solution. / ITpo3paunblii, 6ecLBETHLII
WA CBETJIO-XKENITHIM PacTBop.

2 Identification /
IMoaIMHHOCTD

The retention times of the main
peaks in the chromatogram of test
solution correspond to those in the
chromatogram of ketorolac
tromethamine and naproxen
reference standards solution (Assay
section) / BpemeHa ymepkuBauus
OCHOBHBIX ITHKOB Ha
XpoMaTtorpaMmme HCIIBITYEMOTO
PacTBOpa COOTBETCTBYIOT BPEMEHAM
YIEpP)KHBAaHUS OCHOBHBIX ITHKOB Ha
XpoMarorpamme pacrtBopa
CTAaHIAPTHBIX 00pa3LOB KeTOpoJaka
TpOMETaM{Ha ¥ HanpoKceHa (pasaen
«KoJMyecTBEHHOE OIIpe/IeNieHUE»)

The retention times of the main peaks
in the chromatogram of test solution
should correspond to those in the
chromatogram of ketorolac
tromethamine and naproxen reference
standards solution (Assay section) /
BpemeHa ynmepkuBaHMS OCHOBHBIX

NMHUKOB Ha XpoMaTtorpaMme
HUCIBITYCEMOTO pacTBOpa JOJDKHBI
COOTBETCTBOBATh BpeMEHaM

YOEPXKHUBAHHUS OCHOBHBIX ITHKOB Ha
XpoMaTorpamme pacTBOpa
CTaHIapTHBIX 0Opa3LoB KeTOpoJiaka
TPOMETaMKHAa U HallpOKCeHa (pa3zen
«KomnHyecTBeHHOE OMpeeeHHE )

3 Clarity / Ilpo3pauHocTh

Complies / CooTBeTcTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnayeceHis
npernapara He JOKHA IIPeBbILIATh
OTIAJIECTICHIIMIO STAJIOHA CpaBHEHUs 1.

4 Color / LIgeTHOCTB 0.042 Abs Not more than 0.20 at 430 nm /
He 6onee 0,20 npu nivHe BOJIHBI
430 uM

5 pH 7.35 Between 6.9 and 7.9/6,9 - 7.9

Remarks : The Product confirms to ND/
[Tpumeuanue: [TpogykT cooTBeTCTBYeT TpeGoBaHMsaM HJT

Conclusion : APPROVED /
3axmwuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroneno: Pardeep Kumar | ITposepeno: Himesh Kumar | Ono6peno: Menemkep,/ Pykosoaurens

I —\ _~— |KusumLata -_ 2 _—
Reprint Date / Print Date / Print Date /

Jata: 17.09.2021

Hara: 17.09.2021

Jata: 17.09.2021

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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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Keropon® (ketoponak) pacTBop st BHyTPHBEHHOTO W BHYTPUMBILLEYHOrO BBEACHHS, 30 MI/mi
Batch No / : V210940 Batch Quantity / : 2,09,090 ampules /
Cepusn Ne O06nem cepuu 2,09,090 amnyn
Analytical Report No / : 890001546359 Date of Analysis / : 17.09.2021
AHAJIUTHYECKHH 0T4YeT No JlaTa anaan3za
Date of Manufacture / : Aug-2021 Date of Expiry / : July-2024
Jara npounssoacTBa I'open o

Analysis performed according ND / Auanus nposeaen mo HJI: JIIT-001365-231118 (amend Ne 1 from
14.01.2020 /uzm.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /uzm.Ne 2 ot 24.08.2020)
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6 Particulate matter / Mexannuyeckue BKJIIOYEHUSA

6A Visible particles /
Buaumble 4acTULBI

Complies / CooTBETCTBYET

Should correspond to requirements /
B cooTBeTcTBHM ¢ TpeGoBaHUAMM

6B Invisible particles /
HeBuayMble YaCTHLIBI:

i. Particles> 10 pm/ 83 Not more than 6000 per ampoule /
YacTHlibl pasMepoM > He 6onee 6000 Ha amITyy;
10 Mmxm
ii. Particles > 25 pm/ 2 Not more than 600 per ampoule /
YacTuuel pasmepom > He 6onee 600 Ha ammyy.
25 MM
7 Related substances / PoacTBeHHBIE NpUMecH
Impurity A / Ilpumecs A 0.15% Not more than 0.20 % / He 6onee
0,20 %
Impurity B / [Ipumecs B BDL (Disregard area 1780) Not more than 0.50 % / He Gonee
0,50 %
Impurity C / Ilpumecs C Less than LOQ (0.033%) Not more than 0.50 % / He Goiee
’ 0,50 %
Impurity D / [Tpumecs D Not more than 0.20 % / He 6onee
BDL (Disregard area 1780) 0,20 %
Any unspecified impurity / Not more than 0.20 % / He Gonee
Enunvynas HeuneHTuguuu- 0.07% 0,20 %
pOBaHHas PHUMeCh
Total impurities / Cymma 0.33% Not more than 1.50 % / He 6onee
npumecein 1,50 %

Remarks : The Product confirms to ND/
ITpumeuanue: [IponyxT coorBercTByeT Tpebopanuam HJI

Conclusion : APPROVED /
3akawuenne: OIOBPEHO

Prepared by / Checked by /
ITogrororneno: Pardeep Kumar

<7

ar—

—

IIporepeno: Himesh Kumar

~

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoauresns
Kusum Lata 32—

Print Date /
Hara: 17.09.2021

Reprint Date /
Hara: 17.09.2021

Print Date /
Jara: 17.09.2021
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

Ipoaykr: Ketopon" (keToposnak) pacTBOp A/t BHYTPUBEHHOTO H BHYTPHMBILLEYHOTO BBeACHHS, 30 MI/mi
Batch No / : V210940 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O61beM cepuu 2,09,090 amnyn
Analytical Report No / : 890001546359 Date of Analysis / : 17.09.2021
AnanaTHyeckuii oruer No Jlara anaiusza

Date of Manufacture / : Aug-2021 Date of Expiry / ¢ July-2024

Jara mpoH3BOACTBA T'ogen mo

Analysis performed according ND / Ananu3 nposeaen no HJI: JIIT-001365-231118 (amend Ne 1 from
14.01.2020 /uzm.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /usm.Ne 2 ot 24.08.2020)
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8 Extractable volume /
HU3Baexkaemblii 006beM

1.0ml/ 1.0 Mn

Not less than label claim (1.0 mL) /
He menee Homunansroro (1,0 M)

9 Bacterial endotoxins / <=0.725EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepnanbHble <=0.725E3/Mr tromethamine / He 6Gonee 5,8 ES/mr
SHAOTOKCHUHBI KETOpoJiaka TpOMeTaMHHa

10 Sterility / CrepunbHocTh Complies / Ctepunex Should be sterile / Ctepunien

11 Assay / KoiMuecTBeHHOE onpeaesieHHe
a) Ketorolac tromethamine / 30.04 mg / 30.04 mr From 27.0mg to 33.0mg of
Keroposaka tpoMeTaMuH CisH13sNO3- C4H 1 NO3 (ketorolac
tromethamine) per 1 mL / Or 27,0 mr
o 33,0 MI’ C15H13NO3‘C4H11NO3
(xeToponaka TpOMETaMHH) B 1 M
b) Sodium chloride / Hatpus 4.34 mg/ml / 4.34 mr/mn Between 4.2 mg/mL and 4.5 mg/mL /
XJIOpUn Or 4,2 mr/mn g0 4,5 mr/ma
12 Alcohol content / ITaHon 11.35% Between 10.60 % and 12.60 % /

Ot 10,60 % no 12,60 %

Remarks : The Product confirms to ND/
IIpumeuanwue: IIpoaykr cooTreTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3axmwuenue: OJJOBPEHO

Prepared by /

IToarorosneno: Pardeep Kumar

—

Checked by /
IIpoBepeno: Himesh Kumar

——

Approved by: Manager/Executive /

Opobpeno: Menemxep / PykoBoautens

Kusum Lata -%ép)
>

Reprint Date /
Hata: 17.09.2021

Print Date /
Hara: 17.09.2021

Print Date /
Jara: 17.09.2021
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
| Dpoaykr: Keropon" (ketoposiak) pacTBop A/t BHYTPUBEHHOIO U BHYTPUMBILIEUHOTO BBEAEHHS, 30 Mr/mn
Batch No / : V210940 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O6beM cepuu 2,09,090 amnyn
Analytical Report No / : 890001546359 Date of Analysis / : 17.09.2021
AHAaNHTHYeCKNH oTueT Ne Jlara ananuza

Date of Manufacture / : Aug-2021 Date of Expiry / : July-2024

JlaTa npou3BOACTBA Tonen o

Analysis performed according ND / Ananus nposeaen mo HJI: JIT1-001365-231118 (amend Ne 1 from
14.01.2020 /u3m.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /u3m.Ne 2 ot 24.08.2020)
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13 Packaging / YnakoBka 1 mL in class [ amber glass ampoules | 1 mL in class I amber glass ampoules
(USP). A cut ring and point in the | (USP). A cut ring and point in the
upper part of ampoule. A label is | upper part of ampoule. A label is
attached to ampoule. attached to ampoule.

10 ampoules and a patient | 10 ampoules and a patient information
information leaflet in a | leaflet in a PVC/aluminum blister.
PVC/aluminum blister. 1 blisters in a carton pack;
1 blisters in a carton pack. For in-patient facilities: 2, 3, 5 blisters
m in a carton pack.
Ilo 1 mMn B aMmynel W3 TEMHOTO
crexina knacca I (USP). B Bepxuelh | Ilo 1 mul B amIysibl U3 TEMHOIO CTEKIA
YacTH aMIlynbl HaHeceHsl konbpo u | knacca 1 (USP). B Bepxneit yactu
TOYka Ui pa3noMa. Ha ammynmy | ammynsl HaHeCEeHBI KOIBLIO W TOYKa
HaKJICUBAIOT 3TUKETKY. 10 pasnoma. Ha amIyiy HakienparoT
[To 10 amMmyn ¢ MHCTPYKUHEH MO | 3THUKETKY.
IIPUMEHEHHIO nomewmaroT | Ilo 10 ammyn ¢ MHCTpyKUHMEH 110
B JIBX/antoMunneBbIi OaucTep. MPUMEHEHHIO TMOMEMIAIT
Mo 1 6nucTepy B Mayky kaprouuywo. | B IIBX/amoMuHueBbli GnucTep.
ITo 1 6nucTepy B NaYKy KapTOHHYIO;
UL cTallMoHapoB: mo 2, 3, 5
ONUCTEPOR B IMaYKy KAPTOHHYIO.
14 Labelling / Mapkupogka According to ND / B cooteetctBuu ¢ HJI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3amureHHOM
XpaHeHue OT CBETa MecTe NpU TeMnepatype He Beime 25 °C. He 3amopaXxuBarts.
16 Shelf-life / Cpox rogHocTH 3 years / 3 ropa.

Remarks : The Product confirms to ND/
ITpumeuanue: [Tponykt coorBeTcTByeT TpebopanusM HJ{

Conclusion : APPROVED /
3akatogenne: OJOBPEHO

Prepared by /
[Moarorosneno: Pardeep Kumar

o -

Checked by /
[Tposepeno: Himesh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoauTens
Kusum Lata .

—

Reprint Date /

Hata: 17.09.2021

Print Date /
Jara: 17.09.2021

Print Date /
Jara: 17.09.2021
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