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CERTIFICATE OF ANALYSIS

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

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

CEPTUDUKAT AHAJIM3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon"' (keToponak) pacTBOp 15l BHYTPMBEHHOrO H BHYTPHMBILLIEHHOrO BBEAEHHS, 30 Mr/mn
Batch No / 1 V220974 Batch Quantity / : 272727ampules /
Cepusa Ne O6Bem cepun 272727 amnyn
Analytical Report No / : 890001631165 Date of Analysis / : 29.11.2022
AHanurHyecKHii oryer No JlaTa aHanu3a
Date of Manufacture / : Nov.2022 Date of Expiry / : Oct.2025
JaTa npoussojcTea I'oaen no
Analysis performed according ND / Anaau3s nposeaen no HJI: JI[1-001365-170222
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[Tpo3paunblit GecuBeTHBII PacTBoOP.

NNQO Test / [lokazaTean Results / PesyabTaTsl Specification / Hopma
1 Description / Onucauue Clear  colorless solution. / | Clear colorless to pale yellow solution.

[ TlpospauHslif OecUBETHBIH wnu
CBETNO-XENTELIA PacTBop.

2 Identification /
IMTognuHHOCTHL

The retention times of the main
peaks in the chromatogram of test
solution correspond to those in the
chromatogram of standard solution
of ketorolac tromethamine and
naproxen (Assay section) / Bpemena
YAEpXUBAHUS OCHOBHBIX TIHKOB Ha
XpoMmarorpamMmme UCHIBITYEMOTO
pacTBopa COOTBETCTBYIOT BPEMEHaAM
YAEpKUBAHHIS OCHOBHBIX ITHKOB Ha
Xpomarorpamme CTaHAAPTHOIO
pacTBopa KeTopoJiaka TPOMETaMHHa
u HaNpOKCeHa (paznen
«KouuecTBeHHOE OTIpe/IeNeHUEY )

The retention times of the main peaks
in the chromatogram of test solution
should correspond to those in the
chromatogram of standard solution of
ketorolac tromethamine and naproxen
(Assay section) / BpemeHna
yIEepXKHBAaHUA OCHOBHBIX IHKOB Ha
XpoMaTtorpamMmme MCTILITYEMOTO
pacTBopa JOJDKHB!I COOTBETCTBOBATbH
BpeMeHaM yIep)KHBaHUS OCHOBHBIX
MUKOB Ha XpoMaTorpamMmme
CTaHJAPTHOTO PacTBOpa KeTopoJiaka
TpOMETaMHHa M HampoKceHa (paszen
«KoanyecTBEHHOE OIMpPEACICHUEN)

3 Clarity / Ilpo3pa4yHocTh

Complies / CooTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHuus
npenapara He JOJDKHA TIPEeBbILIATh
onaJIeCUEHIMIO 3TATOHA cpaBHeHUs 1.

4 Color / IIBeTHOCTH 0.05 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu gnuHe BOJTHBI
430 HM.

5 pH 7.34 From 6.9t07.9./016,9 1o 7.,9.

Remarks: The Product confirms to ND/
ITpumeuanue: [Ipogykt coorBeTcTBYET TpeboBanusam H/I

Conclusion: APPROVED /
3akmouenne: OJIOBPEHO

Prepared by /
IToaroroeneno: Ramakant

bl

Checked by /
IMporepeno: Pardeep kumar

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBoaurenn

Amit Kumar N ~
@L—? &\\"//—

Reprint Date /
Jara:29.11.2022

Reprint Date /
Jara: 29.11.2022

Reprint Date /
JlaTa : 29.11.2022

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




‘.o Dr. Reddy's Laboratories Ltd.

! °® Formulation Unit-6

Dr' Reddy S o Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUOUKAT AHAJIN3A www.drreddys.com

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

Ipoaykr: Ketopon” (keToponak) pacTBOp AJisi BHYTPHBEHHOIO M BHYTPHUMBILIEYHOTO BBeAeHHs, 30 Mr/mit
Batch No / : V220974 Batch Quantity / : 272727ampules /
Cepns Ne O6nem cepun 272727 amnyn
Analytical Report No / : 890001631165 Date of Analysis / : 29.11.2022
|AHaTuTHYeCKUH oTYeT Ne JaTa anaqnsa

Date of Manufacture / : Nov.2022 Date of Expiry / : Oct.2025
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6 Particulate matter / MexaHHuyeckHe BKJIOUYEHHS
6A Visible particles / Complies / CooTBETCTBYET Should correspond to requirements. /
Bunumbie 4acTHUBI B cooTBeTcTBMU C TPEOOBAHNAMM.

6B Invisible particles /
HeBuauMble 4acTHLIBL:

i. Particles> 10 pm / 35 not more than 6000 per ampoule /
YacTuu pasMepom > He 6onee 6000 Ha ammnyny;
10 MKxM
il. particles > 25 pm/ 01 not more than 600 per ampoule /
9acTuUl] pa3MepoM > He 6onee 600 Ha amnyny.
25 MKM
7 Related substances / PoacTBeHHble mpumecu
Impurity A / Ilpumecs A 0.15% not more than 0.20 % / ne Ooinee
0,20 %;
Impurity B / [Ipumecs B Below Limit of Detection (LOD = 0.014 %) / not more than 0.50% / He Gonee
Hike npenena obxapyxenus ([0 = 0.014 %) 0.50 %:
Impurity C / Ilpumecs C Less than LOQ (LOQ = 0.033 %) / Hinke not more than 0.50 % / He Oonee
npeacna KOJIMUCCTBCHHOTO ONpEaAENICHNUA O 50 %

(TTKO =0.033 %)

1 0,
Impurity D / [Tpumecs D Below Limit of Detection (LOD = 0.014 %) / not 1;)1‘101'6 than 0.20% / He Oonee
Huxe npenena o6Hapyxenus (110 = 0.014 %) 0,20 %.

Any unspecified impurity / Not more than 0.20 % / He Gonee
EnunudHas HeMaeHTUILH- 0,20 %.
poBaHHasd NPUMECH 0.07%
Total impurities / Cymma 0.27% Not more than 1.50 % / He 6onee
npumecei 1,50 %.
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
[Tpumeuanne: IponykT cooTBeTCTBYET TpeboBaHMAM 111 Jakmouenne: OJOLPEIIO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Ramakant E [Mposepeno: Pardeep kumar | Onobpeno: Menemxep / Pykopoautesn
e, f Amit Kumar A\ —
L C\L’ﬁ_’ /Ar —_—
Reprint Date / Reprint Date / Reprint Date /
Jara:29.11.2022 Hara: 29.11.2022 Hata : 29.11.2022
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoayxr: Ketopon" (ketoponak) pacTBOp Asi BHYTPUBEHHOTO W BHYTPUMBIILEYHOrO BBeAEH s, 30 Mr/mn
Batch No / : V220974 Batch Quantity / : 272727ampules /
Cepusi Ne ObBem cepun 272727 amnyn
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8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /
Hspnexaemslii 00bem He menee HomuHansHoro (1,0 mn)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
bakTepuaibHbIe <=0.725 ED/mMr tromethamine. / He 6onee 5,8 EB/mr
HIOTOKCHHBI KETOpOJIaKa TPOMETAMHHA.

10 Sterility (every 15th batch) / Must be sterile. / JlomkeH ObITh
CTepuaBHOCTE (I8 Kaxa0H COMPLIES CTEPHIBHBIM.
15-0i1 cepun)

11 Assay / KoanuecTBeHHOE 29.65 mg/29.65 mr From 27.0 mg to 330mg of

onpeaesneHue Ci5H13NO3-CsH1NO; (ketorolac
tromethamine) per 1 mL./ Ot 27,0 Mr
Jo 33,0 MI C15H13NO3'C4H11NO3
(xeToponaka TpOMETaMUH) B 1 MIL.
12 Alcohol content / ITanon From 10.60 % to 12.60 %. /
11.59 % Ot 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/
TTpumedanve TipnaykT contreTeTrRyeT TpeAnrRanvam HJT

Conclusion: APPROVED /
Raknmuenne: OTORPFHO

Prepared by /
IMogroroeneno: Ramakant \\
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Approved by: Manager/Executive /
OpobpeHo: Menemxep / PykoBogutens
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Reprint Date /
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml ]

Ipoaykr: Keropon" (keToposiak) pacTBop A5l BHYTPMBEHHOIO U BHYTPMMbILIEUHOrO BBEAEHHS, 30 Mr/mu
Batch No / 1 V220974 Batch Quantity / : 272727ampules /
|Cepusi Ne Oo6bem cepun 272727 amnyn
Analytical Report No / : 890001631165 Date of Analysis / : 29.11.2022
AHaJuTHYeCKMIii oTueT Ne JaTa anaausa

Date of Manufacture / : Nov.2022 Date of Expiry / : Oct.2025

JaTa npou3BoacTea Tonen go

Analysis performed according ND / Ananu3s nposenen mo H/I: JI[1-001365-170222
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13 Packaging / YnaxoBka

1 mL in class I light-shielding amber
glass ampoules (USP). A cut ring
and point in the upper part of
ampoule. A label is attached to

ampoule.
10  ampoules and a patient
information leaflet in a

PVC/aluminum blister.

1 blisters in a carton pack. /

Ilo 1 w™Mn B aMmoynsl u3
CBETO3AIUTHOTO CTeKIa
kopuyHeBoro kinacca I (USP). B
BEPXHEH 4acTH aMITyJibl HaHECEeHbI
KOJIbLIO M TOuUKa IJisi pa3ioMma. Ha
aMIyJly HaKkJIeMBalOT STUKETKY.

Ilo 10 ammyn ¢ MUHCTpyKUMed no
NPUMEHEHHIO MOMELAIOT
B [IBX/antoMuuueBbiit Gnucrep.

ITo 1 6nucTepy B Mayky KapTOHHYIO.

14 Labelling / Mapkupogeka

1 mL in class I light-shielding amber |

or dark amber glass ampoules (USP).
A cut ring and point in the upper part
of ampoule. A label is attached to
ampoule.

10 ampoules and a patient information
leaflet in a PVC/aluminum blister.

1 blisters in a carton pack;

For in-patient facilities: 2, 3, 5 blisters
in a carton pack. /

[lo 1 w™Man B amMniydasl u3
CBETO3ALIUTHOTO CTEK/1a KOPHUUYHEBOTO
UMW TEMHO-KOPHYHEBOTO  LBETa
xiacca I (USP). B Bepxueii uactu
amnyJyiel HaHeceHbl KONBLO ¥ TO4YKa
Juis pazsioma. Ha aMimysTy HaKkneusaroT
STHKETKY.

I[lo 10 ammyn ¢ MHCTpyKLHMe#ll Mo
MPUMEHEHUIO MOMELIAI0T
B [IBX/amoMuHueBBIi OnUcTeEp.

ITo 1 6nuctepy B MauKy KapTOHHYIO;
Uis  cTauuMoHapoB: mo 2, 3, 5
61MCTEPOB B Ma4YKy KAPTOHHYIO.

According to ND / B cootBetctBuu ¢ H/I.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3amutiieHsom
OT CBETa MeCTe NPU TemmepaTtype He Bolle 25 °C. He 3amopaxuBaTh.

16 Shelf-life / Cpok rogaocTn

3 years. / 3 ropa.

Remarks: The Product confirms to ND/
ITpumeuanue: [IponykT cooTBeTcTBYET TpeboBanusam HJT

Conclusion: APPROVED /
3akawuenne: ONJOBPEHO

Prepared by /
[ToarorosiieHo: R@}ﬁkant

Checked by /
Hposepeno: Pardeep kumar
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Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBonurens
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P

Reprint Date /
Hara:29.11.2022

Reprint Date /
Hata: 29.11.2022
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Jara : 29.11.2022
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