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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CEPTU®UKAT AHAJIU3A Tel : +91 98166 56001-02
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
| lIpoxykT: Keropon® (keToponak) pacTBop /Uil BHYTPUBEHHOIO W BHYTPUMbILIEYHOrO BBEACHUS, 30 Mr/ma
Batch No / : V220446 Batch Quantity / : 272727ampules /
Cepusn Ne Ob6Bem cepun 272727 amnyn
Analytical Report No / : 890001602582 Date of Analysis / : 13.07.2022
AnanurndyecKuii oruet Ne JlaTa ananuza

Date of Manufacture / : JUN.2022 Date of Expiry / : MAY.2025

Jara npou3BOACTBA T'ogen o

Analysis performed according ND / Ananus uposenen o HJI: JITT-001365-170222

Page10f4/Crp. 1 u3 4

i.? Test / IokazaTelb Results / Pe3yabTaThl Specification / Hopma
1 Description / Onncanue Clear  colorless  solution. / | Clearcolorless to pale yellow solution.

ITpozpauHblit GecuBeTHbIH pacTBOp.

/ Tlpo3pauHblii OecLBETHBIN MU
CBETJIO-KEJITbIH PacTBop.

2 Identification /
IToanMuHOCTL

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) / BpemeHa
YIePKVBaHHUs OCHOBHBIX ITMKOB Ha
XpoMaTorpaMme UCIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpeMEHaM
yIOEep>KHBaHHSA OCHOBHBIX ITMKOB Ha
Xpomarorpamme CTaHIAPTHOTO
pacTBOpa KeTOpojiaka TPOMETaMHHA
)7} HanpoKCeHa (paznen
«KonnuectseHHOe onmpeaeneHue»)

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) / Bpemena
YIOCP)KWBAaHHA OCHOBHBIX IIHKOB Ha
XpoMarorpamme UCIIBITYEMOTr0
pacTBOpa JOJDKHBI COOTBETCTBOBATh
BpEMEHaM YAEPXUBAHUsI OCHOBHBIX
ITMKOB Ha XpomMaTorpamme
CTaHJIaPTHOTO PacTBOpa KeTopoJiaka
TpoMeTaMuHa U HampokceHa (pasjen
«KonuiecTBeHHOE OMpeneieHue»)

3 Clarity / Ilpo3pauHocTb

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuus
nperapara He A0JDKHA NPEBBIIIATE
OTaJIeCUEHIMIO 3TANOHa CpaBHeHHU 1.

4 Color / LiBeTHOCTD 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu ainMHE BOJIHBL
430 uM.

5 pH 7.29 From 6.9t07.9./0t16,9 10 7.9.

Remarks : The Product confirms to ND/
Ilpumeuanue: IIponykt cooTBercTByeT TpeboBaHusaM HJI

Conclusion : APPROVED /
3axmoyenune: OJJOBPEHO

Prepared by /
IMoarorosneno: Ankit

/A

/

Checked by /
[IpoBepeno: Ramakant

Approved by: Manager/Executive /
Opnobpeno: Menemxep / Pykosoauresb

4 @ﬁ/ Amit Kumar
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Reprint Date /
Hara: 13.07.2022

Reprint Date /
Jara: 13.07.2022

Reprint Date /
Jara : 13.07.2022
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

| IIponykr: Keropon" (keToponak) pactop ansi BHyTPUBEHHOTO W BHYTPUMBILIEYHOrO BBeAeHHs, 30 Mr/mn
Batch No / 1 V220446 Batch Quantity / : 272727ampules /
Cepus Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001602582 Date of Analysis / : 13.07.2022
AnanuTnyecknii oryer Ne Jara ananmuza

Date of Manufacture / : JUN.2022 Date of Expiry / : MAY.2025

JlaTa npousBoacTBa I'ogen o

Analysis performed according ND / Ananuz nposeaen no HJ/I: JII1-001365-170222
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6 Particulate matter / Mexanuueckue BKJIHOUCHHUS
6A Visible particles / Complies / CooTBETCTRYET Should correspond to requirements. /
BuaumMble 4acTULIBI B cooTBeTcTBHU C TPEOOBAHUMM.

6B Invisible particles /
HeuanmMele yacTHUBI:

1. Particles> 10 pm/ 33 not more than 6000 per ampoule /
YacTHi pazMepom > He 6onee 6000 Ha ammyny;
10 Mxm

ii. particles > 25 pm/ 01 not more than 600 per ampoule /
4acTHl] pa3MepoM > He 6onee 600 Ha ammyJTy.
25 MKM

7 Related substances / PogcTeeHHble mpumecu
Impurity A / [Tpumecs A 0.16 % not more than 0.20% / He OGonee
0,20 %,

Not detected / He oGHapyxena not more than 0.50 % / He Gonee

0,50 %;

Impurity B / IIpumecs B

Less than LOQ (LOQ = 0.033 %) / Hixe

Impurity C / [IpuMecs C S M not more than 0.50 % / He Oomnee
(KO = 0.033 %) 0,50 %s;
Impurity D / [Tpumecs D Below limit of detection (LOD = 0.014 %)/ not more than 0.20 % / He 6onee
Hipke npeznena Konu4ecTBEHHOrO 0,20 %.
onpencnexus (ITKO =0.014 %)
Any unspecified impurity / Not more than 0.20 % / He 6Gonce
EnvHM4HAs HEMASHTHPULY- 0.07% 0,20 %.
pOBaHHas MPUMECH
Total impurities / Cymma 0.29 % Not more than 1.50 % / He 6onee
npumecei 1,50 %.
8 Extractable volume / 1.1ml/ 1.1 mn Not less than label claim (1.0 mL}) /
HUszenekaemblii 00nem He ménee nomunanpHoro (1,0 M)
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [IponykT cooTBeTcTBYET Tpeboanuam HJI 3akawuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Hoarorosneno: Ankit IIpoBepeHo: Ramaiiant OnobpeHo: Menemxkep / PykoBogurens
/ ' Amit Kumar
/ X o
/ 4 W’/ _ ,’{&4’/
Reprint Date / Reprint Date / Reprint Date /
MHara: 13.07.2022 Hara: 13.07.2022 Hara : 13.07.2022
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 3 Jiﬁ\é‘/'fhl
 IIpoaykr: Ketopon" (keroposak) pacTsop s BHYTPUBEHHOTO M BHYTPUMbBILUEYHOTO BBEACHMS, 30 Mr/MJI
Batch No / 1 V220446 Batch Quantity / : 272727ampules /
|Cepus Ne Ob6nem cepun 272727 amnyn
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9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BbakrepnanabHblie <=0.725 EDQ/mr tromethamine. / He 6onee 5,8 ED/Mr
IHAOTOKCUHBI KEeTopoJlaka TPOMeTaMHHa.

10 Sterility (every 15th batch) / Complies / Crepunex Must be sterile. / Jlomken O6bIThb
CrepunbHoCTh (10151 KAKAOA CTEPHILHBIM.
15-oii cepun)

11 Assay / KonudecTBeHHOe 29.56mg / 29.56Mmr From 270mg to 33.0mg of

onpeaeneHue CisH13NO;3-C4H 1NOs (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
oo 33,0 Mr C15H13NO3'C4H11NO3
(xeToponaka TpoMeTaMHH) B 1 MJL.
12 Alcohol content / Itanon 11.41 % From 10.60 % to 12.60 %. /

Ot 10,60 % no 12,60 %.

Remarks : The Product confirms to ND/
IIpumeuanue: [IpogykT cooTBeTcTBYET TpeGoBaHuam HJJ

Conclusion : APPROVED /
3axmwuyenne: OJJOBPEHO

Prepared by /
IToprotorneHo: Ankit

/A

Checked by /
ITpoBepeno: Ramakant
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; Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

| Ilpoaykr: Kertopon™ (keToponak) pacTBop /Uit BHYTPUBEHHOTO 1 BHYTPUMBbILIEYHOrO BBEAEHHS, 30 Mr/mil
Batch No / : V220446 Batch Quantity / : 272727ampules /
Cepus Ne O0bem cepun 272727 amnyn
Analytical Report No / : 890001602582 Date of Analysis / : 13.07.2022
AHanuTHYecKnH oTuer No JlaTa anaynza

Date of Manufacture / : JUN.2022 Date of Expiry / : MAY.2025

Hara npous3BoacTBa T'open xo

Analysis performed according ND / Ananuns nposeaen mo HJI: JII1-001365-170222

Paged of4/Crp. 4u3 4

13 Packaging / YnakoBka 1 mL in class I light-shielding amber | 1 mL in class I light-shielding amber
glass ampoules (USP). A cut ring | or dark amber glass ampoules (USP).
and point in the upper part of | A cutring and point in the upper part
ampoule. A label is attached to | of ampoule. A label is attached to
ampoule. 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
Ilo 1 w™Mn B aMmoyssl w3 | ina carton pack. /
CBETO3aLIMTHOTO crexna | [To 1 ™Ma B aMmoyssl U3
xopuuHeBoro knacca I (USP). B | cBEeTO3alMTHOTO CTEK/Ia KOPUYHEBOTO
BEpPXHeW 4acTW ammyisl HAHECeHbl | WJIH  TEMHO-KOPHYHEBOIO  UBETa
KOJBLLUO M Touyka mis pasioMa. Ha | kmacca I (USP). B BepxHeil yacTu
ammyy HakJIeUBalOT ITUKETKY. aMITyJIbl HaHECEHBl KONbLO W TOYKa
ITo 10 ammyn ¢ wmHcTpykumeidt mo | g pasnoMa. Ha ammyny HakneuBaroT
NPUMEHEHUIO NOMEIIAIOT | 3THUKETKY.
B [IBX/anoMuHuEBBIH GucTep. Ilo 10 ammyn ¢ WHCTpYKLHMEH IO
Mo 1 6nucTepy B MaYKy KAPTOHHYKO. | MPUMEHEHHIO MOMELIAIT
B IIBX/anoMmuHueBBIN OnUCTED.
Ilo 1 6nuctepy B MayKky KapTOHHYIO;
Ui CTalHOHapoB: 1o 2, 3, 5
GJINUCTEPOB B NMAYKY KAPTOHHYIO.
14 Labelling / MapkupoBka According to ND / B cootBeTcTBUM ¢ HJL.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3aimumeHnoM
XpaHenue OT CBeTa MecTe mpu TeMnepartype He Boiie 25 °C. He 3aMopaXKBaTh.
16 Shelf-life / Cpok roanoctu 3 years. / 3 rona.

Remarks : The Product confirms to ND/
IMpumeuanue: [lpoaykT cootBeTrcTBYeT TpeboBanHusim HJI

Conclusion : APPROVED /
3aknouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarotoeneno: Ankit _ [TpoBepeno: Ramakant Onobpeno: Menemxep / PykoBoaurenn
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Reprint Date / Reprint Date / Reprint Date /
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