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CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

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

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

Ipoaykr: Keropon" (xetoposnak) pacTBop JUist BHYTPMBEHHOIO M BHYTPMMBILIEYHOrO BBEACHHSA, 30 Mr/mu
Batch No / : V211021 Batch Quantity / : 2,09,090 ampules /
Cepusa Ne O6Bem cepun 2,09,090 amnyn
Analytical Report No / : 890001547732 Date of Analysis / : 24.09.2021
AHaIUTHYECKHH oTyeT Ne Hara ananuza

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

JaTta npon3BoacTBa I'open no

Analysis performed according ND / Ananus nposegen mo H/I: JIT1-001365-231118 (amend Ne 1 from
14.01.2020 /u3m.No 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /uzm.Ne 2 ot 24.08.2020)
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1;_? Test / [TokazaTtennb Results / PesynbTaThl Specification / Hopma
1 Description / Onucanune Clear colorless solution. / | Clear, colorless to pale yellow
ITpo3pauHsiii, OecBETHBIN pacTBOP. solution. / IIpo3pauHblii, becLBETHBIH
UJTH CBETIIO-XKENTHIH pacTBOpP.
2 Identification / The retention times of the main | The retention times of the main peaks
HoanuHHOCTL peaks in the chromatogram of test | in the chromatogram of test solution
solution correspond to those in the | should correspond to those in the
chromatogram of ketorolac | chromatogram of ketorolac
tromethamine and naproxen | tromethamine and naproxen reference
reference standards solution (Assay | standards solution (Assay section) /
section) / Bpemena ynmepxuBaHui | BpemeHa yAepKUBaHUS OCHOBHBIX
OCHOBHBIX [HKOB Ha | IHKOB Ha XpoMaTorpaMme
XpoMaTorpaMme HCIIBITYEMOTO | HCIBITYEMOTO  pPacTBOpa  AOJDKHBI
pacTBOpa COOTBETCTBYIOT BpEMEHAM | COOTBETCTBOBAThH BpeMeHaM
yIEp)KHBaHHUs OCHOBHBIX NUKOB Ha | YIEpPKHUBAHHA OCHOBHBIX ITHKOB Ha
XpoMarorpamme pacTBopa | XpomMaTorpamme pacTBOpa
CTaHIOapTHLIX 00pa3sLiOB KETOpOJaka | CTaHNapTHBIX 00pa3LoB KeToposaka
TpOMeTaMUHa U HaTlpoKceHa (pasfiesl | TpoMeTaMKHa M HalpoKceHa (paszel
«KonuiecTBeHHOE OnpeneNeHNe) «KOJIM1eCTBEHHOE ONIPEeAEICHUE)

3 Clarity / Ilpo3pauHocTb Complies / CooTBETCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueBuus
TpenapaTa He NOJDKHA NPeBbILIaTh
OTANECIEHIMIO 3TAJIOHA CpaBHEHMA 1.

4 Color / IlBeTHOCTb 0.042 Abs Not more than 0.20 at 430 nm /

He 6onee 0,20 npu ajivHe BOJHbL
430 am
5 pH 7.28 Between 6.9and 7.9/6,9-7,9

Rematks : The Product confirms 1o WD/
Ilpumeuanue: IIponykt cooTBeTcTBYET TpeboBanusM HJI

Conclusion : APPROVED /
3axawvenune: OJJOBPEHO

Prepared by /
[Toaroroeneno: Pardeep Kumar

P—

Checked by /
Iposepeno: Himesh Kumar

e

Approved by: Manager/Executive /
Ono6peno: Menemiep / Pykosoaurens
Manoj Kumar ’

Reprint Date /
Hara: 24.09.2021

Print Date /
JHara: 24.09.2021

Print Date /
Jata: 24.09.2021

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
ITpoaykT: Keropon™ (keroponak) pacTBop [Jiss BHyTPMBEHHOTO W BHYTPHMBILLIEYHOTO BBEAEHHs, 30 Mr/mMJI
Batch No / : V211021 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O06bem cepun 2,09,090 amnyn
Analytical Report No / : 890001547732 Date of Analysis / : 24.09.2021
AHauTHYECKHI 0TUeT No JlaTa anajiusza
Date of Manufacture / : Sep-2021 Date of Expiry/ : Aug-2024
JlaTa npou3BoacTBA Tonen o
Analysis performed according ND / Auanuz nposenen o HJI: JIT1-001365-231118 (amend Ne 1 from
14.01.2020 /m3m.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 / MexaHuuyeckune BKJIIQUYEHUS
6A Visible particles / Complies / CooTBeTCTRYET Should correspond to requirements /
Bupumple yacTulpb! B cooTBeTcTBUM ¢ TpeOOBaHUAMU
6B Invisible particles /
HeBuauMeie 9acTULIBL:
i. Particles> 10 pm/ 54 Not more than 6000 per ampoule /
YacTnupl pa3MepoM > He 6onee 6000 Ha ammnyty;
10 MxMm
ii. Particles > 25 pm/ 1 Not more than 600 per ampoule /
YacTuipl pasMepoM > He 6onee 600 Ha ammyny.
25 MKM
7 Related substances / PoacrBeHHble npumMecH
Impurity A / IlpuMech A 0.15% Not more than 0.20 % / He 6Goiee
0,20 %
Impurity B / ITpumecs B Not Detected Not more than 0.50 % / He 6onee
0,50 %
Impurity C/ Ilpumecs C Less than LOQ (0.033%) Not more than 0.50 % / He 6onee
' 0,50 %
Impurity D / [Tpumecs D Not more than 0.20 % / He 6oiee
BDL (Disregard area 1844) 0,20 %
Any unspecified impurity / Not more than 0.20 % / He Goiee
EnuHuqHas HeMgeHTUUIM- 0.08% 0,20 %
pOBaHHasA NPUMEChH
Total impurities / Cymma 0.27% Not more than 1.50 % / He Gonee
npuMecei 1,50 %

Remarks : The Produet confirms (o ND/
ITpumeuanue: [Iponykrt coorBeTcTBYET TpeboBanmsam HJI

Conclusion : APPROVED /
3akaouenne: OJJOBPEHO

Prepared by /
Iloaroromneno: Pardeep Kumar

Checked by /
Iposepeno: Himesh Kumar

P J—

Approved by: Manager/Executive /
Onobpeno: Menemwkep / PykoBoaurens
Manoj Kumar d'* ik G

Reprint Date /
Hara: 24.09.2021

Print Date /
Jara: 24.09.2021

Print Date /
Jara: 24.09.2021
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Product : /

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

IIpoaykr: Keropon® (keroponak) pacTBop /ijiss BHyTPUBEHHOIO U BHYTPUMBIILEYHOrO BBeAeHHs, 30 Mr/ma
Batch No / : V211021 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O6beM cepun 2,09,090 amnyn
Analytical Report No / : 890001547732 Date of Analysis / : 24.09.2021
AHajiuTHYecKui oruer Ne JaTa ananausa
Date of Manufacture / : Sep-2021 Date of Expiry / : Aug-2024
JlaTa npoun3BOICTBA Tomen no

Analysis performed according ND / Ananu3s nposeaen o HJI: JITT-001365-231118 (amend Ne 1 from
14.01.2020 /usm.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /u3m.Ne 2 ot 24.08.2020)
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8 Extractable volume / 1.1ml/ 1.1 mMn Not less than label claim (1.0 mL) /
HN3Bnexkaemblii 00bem He meHee HoMUHabHOTO (1,0 M)

9 Bacterial endotoxins / <=0.725EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepunaabHble <=0.725E3/mr tromethamine / He 6onee 5,8 ED/mr
IHAOTOKCHUHBI KeTopoJiaka TpOMeTaMUHa

10 Sterility / CrepunbHocTb Complies / Crepuiex Should be sterile / Crepunex

11 Assay / KoiudecTBeHHOe onpeaesieHNe
a) Ketorolac tromethamine / 30.18 mg/30.18 mMr From 270mg to 33.0mg of
KeToponaxa TpoMeTaM1H Ci5H13NOj3- C4H11NOs (ketorolac
tromethamine) per 1 mL / Ot 27,0 mr
pice) 33,0 MIT C15H13NO3'C4H11NO3
(xeToposiaka TpOMeTaMUH) B 1 MIT
b) Sodium chloride / Hatpus 4.34 mg/mL / 4.34 Mr/mMn Between 4.2 mg/mL and 4.5 mg/mL /
XJIOPUA Ot 4,2 mr/™Mn 1o 4,5 Mr/ma
12 Alcohol content / DtaHon 11.57 % Between 10.60 % and 12.60 %/
Ot 10,60 % mo 12,60 %

Remarks @ The Product confirms to ND/
[pumeuanue: [IpogykT cootBeTcTBYeT Tpebosanusam HJT

Conclusion : APPROVED /
3axmouenune: OJOBPEHO

Prepared by /
Ioaroroeneno: Pardeep Kumar

Checked by /
[Iposepeno: Himesh Kumar

QL//;J

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

Manoj Kumar M{l)

Reprint Date /
Hara: 24.09.2021

Print Date /
Hara: 24.09.2021

Print Date /
Jata: 24.09.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoaykr: Ketopon" (keroposak) pacTBOp /jis BHyTPHUBEHHOIO W BHYTPUMBIIIEYHOTO BBEAEHHUS, 30 MI/mMu
Batch No / : V211021 Batch Quantity / : 2,09,090 ampules /
|Cepns Ne Oo61bem cepuu 2,09,090 ammyn
Analytical Report No / : 890001547732 Date of Analysis / : 24.09.2021
AnanuTH4YecKHii oTyeT No Jarta ananuza

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

Jdara npousBoacTaa Tonen no

Analysis performed according ND / Anann3s nposeaen mo H/I: JII1-001365-231118 (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 / Ynakoeka 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 Mn B aMmynbl W3 TEMHOrO
crexna knacca I (USP). B Bepxueit | Ilo 1 M B aMIyJiBl U3 TEMHOTO CTEKIA
YyacTU aMIyJibl HaHeceHb! konblo ¥ | kiacca I (USP). B Bepxueit wactu
TouKa U1 paszioMa. Ha ammyny | ammysiel HaHeCEHB! KOJNBLO M TOYKa

HaKJICHBalOT 3TUKETKY. 11 pasioma. Ha aMITyny HakineuBaroT
ITo 10 ammyn ¢ HHCTpYKLHMe#d IO | 3THKETKY.

NPHUMEHEHHIO nomemaroT | Ilo 10 ammyn ¢ WHCTpyKUMed o
B [IBX/antoMmunueBsIii Gnuctep. NIPUMEHEHHIO [IOMELIAI0T

Io 1 6aucTepy B nauky kaproHHywo. | B [IBX/amomunuessiii 6nucrep.

[To 1 6xucTepy B MauKy KapTOHHYIO;
Ul CcTalMOHapoB: mno 2, 3, 5
6IMCTEPOB B TaYKy KaPTOHHYIO.

14 Labelling / MapxkupoBka According to ND / B coorBercTBuu ¢ HJI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3amuinesHom
XpaHeHue OT CBETA MECTE Npy TeMIepatype He Bolie 25 °C. He 3aMopaxuBars.
16 Shelf-life / Cpok rognocTn 3 years / 3 ropa.
Rernarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanue: IIpogykr coorBeTcTBYET Tpeboranusm HJJ Zaxmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

IMoarorosneno: Pardeep Kumar | IlpoBepeno: Himesh Kumar | Onobpeno: Menemxkep / PykoBomurens

= _ QA’/’—_‘\ Manoj Kumar M

Reprint Date / Print Date / Print Date /
Jara: 24.09.2021 Jara: 24.09.2021 Jata: 24.09.2021
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