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CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIH3A

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

IpoxykT: Ketopon® (keToponak) pactsop [uisi BHYTPHBEHHOIO W BHYTPUMBILIEUHOrO BBEACHHH, 30 mMr/mn
Batch No / 1 V220927 Batch Quantity / : 272727ampules /
Cepusi Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001628571 Date of Analysis / : 16.11.2022
AHanuTHYECKHH oTUeT Ne : Jara ananusa

Date of Manufacture / : Oct.2022 Date of Expiry / : Sep.2025
Jlata npou3BOACTBA T'ogen mo

Analysis performed according ND / Auaans nposegen mo HJI: JI[-001365-170222

Page 1 0of4/Crp. 1 n34

TIpo3pauHstii 6eCLBETHLIH PacTBOP.

‘1}? Test / Iloka3aTesb Results / Pesysibrathl Specification / Hopma
1 Description / Onucanue Clear colorless solution. / | Clear colorless to pale yellow solution.

/ TlpospauHblif OecUBETHBIH WK
CBETIIO-XENTBIH PacTBop.

2 Identification /
MMoaIHHHOCTE

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
YIOEPXXHBaHAA OCHOBHBIX IIMKOB H2
XpoMarorpamme HCIIBITYEMOT0
pacTBopa COOTBETCTBYIOT BPEMEHAM
YHEpP)KMBaHAS OCHOBHBIX IMHKOB Ha
XpoMaTorpamme CTaHAApTHOTO
pacTBOpa KeToposaka TpOMETaMHHa
" HampOKCeHa (pazmen
«KonudecTBeHHOE ONpENiEIEHHEN)

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) /  BpemeHa
VIEpKUBAHKU OCHOBHHIX MHKOB Ha
XpOoMaTorpamMmme HCIBITYEMOro
pacTeOpa [IOJDKHBI COOTBETCTBOBATH
BpEMEHAM YIEPXKHUBAHUA OCHOBHBIX
MIMKOB Ha XpoMaTorpaMmme
CTaHJAapTHOTO pacTBOpa KeTopojaka
TpoMeTaM¥iHa M HalpokceHa (pasnen
«Kon4ecTBeHHOE OIpefieNIEHUE)

3 Clarity / IIpo3padHocTb

Complies / COOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHums
Hperiapata He JOJKHA [PERBINIATE
ONANECIEHLIMIO STATOHA CpaBHERMA L.

4 Color / IpeTHOCTH 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npn pJIMHE BOJIHEL
430 HM.
s pH 7.32 From 6.9 to 7.9./OT 6,9 10 7.9.

Remarks: The Product confirms to ND/
Ipumeyanue: IponykT cootBercTByeT Tpebosanuam HII

Conclusion;: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
IToaroroeneHo: Ramakant

Qo

Checked by /
ITponeperro: Pardeep Kumar

c:-.li-—

Approved by: Manager/Executive /
Ono6peno: Menemkep / PykoBogurens
Amit Kumar

e

Reprint Date /
Jarta:16.11.2022

Reprint Date /
Hara: 16.11.2022

Reprint Date /
Jata : 16.11.2022
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

Iponyxr: Ketopon” (keToposiak) pacTBop Ut BHYTPMBEHHOO M BHYTPUMBILUIEYHOTO BBEACHH, 30 Mr/mn
Batch No / : V220927 Batch Quantity / : 272727ampules /
Cepus Ne O6BeM cepHH 272727 amnyn
Analytical Report No / : 890001628571 Date of Analysis / ' 16.11.2022
AnanuTHYECKMit oT9eT No JaTta apajamsa

Date of Manufacture / : Oct.2022 Date of Expiry / : Sep.2025
|Jdara npon3BojcTBa Togen oo

Analysis performed according ND / Ananns nposejen no HJL: JIT1-001365-170222
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6 Particulate matter / MexaHH4YeCKHe BKIIIOUEHUS
6A Visible particles / Complies / COOTBETCTBYET Should correspond to requirements. /
BuayMele 4aCcTHLB] B cooTBETCTBHH C TPEOOBAHUAMM.
6B Invisible particles /
HeBuanMble YaCTHIIBL:
i. Particles>10 pm/ 67 not more than 6000 per ampoule /
YacTHl pasMepOM > He 6onee 6000 Ha aMITyny;
10 MM
ii. particles> 25 pm/ 01 not more than 600 per ampoule /
YaCTHUL pa3sMEPOM > He 6onee 600 Ha ammyIy.
25 MKM
7 Related substances / Poacreennpie npumecn
Impurity A / Ipumecs A 0.14% not more than 0.20% / nHe 6onee
0,20 %;
Impurity B / ITpumecs B Below Limit of Detection (LOD=0.014%)/ | not more than 0.50 % / He Oomee
Hunke npenena o6uapyxenus (10 = 0.014 %) 0.50 %:
5 (V)
Impurity C / IIpumecs C Less than LOQ (LOQ = 0.033 %) / Hivke 1(;05t0 r(;c.)re than 0.50% / He Oosnee
rpeaena KoIR4ECTBEHHOTO ONPENENEHUS 2 0
Impurity D / IIpumecs D ARO2MEE D) not more than 0.20 % / He Gonee
Below Limit of Detection (LOD=0.014 %)/ | 0,20 %.
Hivke npenena o6uapyxenus (TTO = 0.014 %)
Any unspecified impurity / Not more than 0.20 % / He 6onee
EnvHpdHAs HeHISHTUDHIM- 0.07% 0,20 %.
pOBaHHas IPUMECH
Total impurities / Cymma 0.27% Not more than 1.50 % / He 6onee
npuMecei 1,50 %.

Remarks: The Product confirms to ND/
Tpumeuanue: [IponyKT COOTBETCTBYET

tpebosaumsm HJL

Conclusion: APPROVED /
3axsouenne: OJJOBPEHO

Prepared by /
TloarorosneHo: Ramakant

Qe

Checked by /
ITposepeHo: Pardeep Kumar

—

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykosoputenb

Amit Kumar P(__\'\:;—/

Reprint Date /
Hara:16.11.2022

Reprint Date /
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Reprint Date /
Jara: 16.11.2022
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

Mpogykr: Keropon™ (keToposiak) pactBop /Ulsl BHYTPHBEHHOIO M BHYTPHUMBILLICHHOTO BECACHHA, 30 mr/mMa
Batch No / 1 V220927 Batch Quantity / : 27272 7ampules /
| Cepust \e O0beM cepHH 272727 amnyn
Analytical Report No / : 890001628571 Date of Analysis / : 16.11.2022
AHaTHTHYECKHH oTUeT Ne Jara anaausza

Date of Manufacture/ —  : Oct.2022 Date of Expiry / : Sep.2025

JlaTa npoH3BOACTBA Toen a0

Analysis performed according ND / AHa/1u3 npoBejieH 0o HJI: JII1-001365-170222
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8 Extractable volume / 1.0ml/ 1.0 ma Not less than label claim (1.0 mL) /
HN3pnexaemslii 06bem He menee HomunansHoro (1,0 mi)

9 Bacterial endotoxins / <=0.725 EU/mg / Not mote than 5.8 EU/mg of ketorolac
Bakrepuabhble <=0.725 ED/mr tromethamine. / He Gonee 5,8 ED/Mr
SHIO0TOKCHHBI KETOpOJiaKka TPOMETAMUHA.

10 Sterility (every 15th batch) / Must be sterile. / JlomkeH ObITh
CTepriibHOCTL (AJIS KaXKA0H COMPLIES CTEPIITLHBIM.
15-0ii cepun)

11 Assay / KonnyecTBeHHOE 29.45 mg /29.45 Mr From 27.0mg to 33.0mg of

onpegeneHHe C1sH13NO3- C4H 1 NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
o 33,0 Mr C15H13NO3'C4H11NO3
(keToponaka TPOMETAMKH) B 1 MIL.
12 Alcohol content / ITanon From 10.60 % to 12.60 %. /
11.64 % Or 10,60 % 10 12,60 %.

Remarks: The Product confirms to ND/
[Tpumeuanne: [IpoayKT COOTBETCTBYET tpebopanmam HIL

Conclusion: APPROVED /
3axmouenne: OJIOBPEHO

Prepared by /
Tlogrororneno: Ramakant

i

Checked by /
IMposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoanTes b
Amit Kumar

il

Reprint Date /
Jara:16.11.2022

Reprint Date /
Jlata: 16.11.2022

Reprint Date /
Jlara : 16.11.2022
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Dr. Reddy's Laboratories Ltq,
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
 Ipoaykr: Ketopon®™ (keToponak) pacTBop it BHYTPHBEHHOTO U BHYTPHMbILLIEYHOTO BBEAEHHUS, 30 Mr/ma
Batch No / : V220927 Batch Quantity / : 272727ampules /
|Cepus Ne O6Bem cepun 272727 amnys
Analytical Report No / : 890001628571 Date of Analysis / : 16.11.2022
AHanuTnyecKHi oTueT Ne JlaTa ananu3za

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

Jata nmpoussoacTea Tonex xo

Analysis performed according ND / Ananns nposesen no HJI: JIT1-001365-170222
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13 Packaging / YnakoBka

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 wMn B aMnyidsl u3
CBETO3aLIMTHOTO cTeKa
xopuuHeBoro kimacca I (USP). B
BEpXHeH 4acTH aMITynbl HaHEeCEHb
KONbUO M TOYka Al pazioma. Ha
amITyJly HakJIeHBatOT ITUKETKY.

ITo 10 ammyn ¢ uWHCTpyKUMel mo
NPUMEHEHHIO MIOMEINAI0T
B [IBX/anmoMuHueBbIi GIHCTED.

[To 1 6aucTepy B mayky KapTOHHYIO.

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
arapoule,

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

1 blisters in a carton pack;

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

Ilo 1 w™Mn B amMIynsl U3
CBETO3ALUTHOIO CTEKIIa KOPHUHEBOIO
HIH  TeMHO-KOpPWYHEBOTO  lBeTa
wracca I (USP). B BepxHel wacTu
aMmmylisl HaHECEHBl KONbIO M TOUKa
Ui pasnoMa. Ha aMiyny HakieuBaoT

3THUKETKY.
Ilo 10 amMmyn ¢ UHCTpYKLUEH IO
MPUMEHEHHIO NOMELAIOT

B [IBX/anmoMuHueBblii 61ucTep.

Io 1 6nucTepy B NaYKy KapTOHHYIO;
IUid  cTanyMoHapoB: mno 2, 3, 5
6ucTepoB B MayKy KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootserctBuu ¢ H/I.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3amumenHoM
OT CBeTa MECTe TNpH TemrepaType He BbIle 25 °C. He 3amopaxuBath.

16 Shelf-life / Cpox roanocTn

3 years. / 3 rona.

Remarks: The Product confirms to ND/
[Tpumeyanne: IIpoaykr cooTBeTcTByeT Tpedopanmsam HJ

Conclusion: APPROVED /
Zakmouenune: OJJOBPEHO

Prepared by /
IMoarorosneno: Ramakant

dulp

Checked by /
IIpoBepeno: Pardeep Kumar

<

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykopoauresns
Amit Kumar

pos=

Reprint Date /
Jlara:16.11.2022

Reprint Date /
Hara: 16.11.2022

Reprint Date /
Hara:16.11.2022
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