Dr.Reddy’s Q::‘

CERTIFICATE OF ANALYSIS

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

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

CEPTHOHKAT AHAJTH3A www.drreddys.com

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

IIpoaykrT: Keropon® (keToponak) pacTsop Uis BHYTPHBEHHOTO W BHYTPUMbIIEUHOrO BBEASHHS, 30 Mr/miT
Batch No / : V230080 Batch Quantity / : 272727ampules /
Cepus Ne O0bem cepun 272727 amnyn
Analytical Report No / : 890001647016 Date of Analysis / 1 22.02.2023
|AHANHTHYECKHH oTyer Ne JaTa aHaausa

Date of Manufacture / : Feb.2023 Date of Expiry / : Jan.2026

JaTa npou3BOACTBA T'onen no

Analysis performed according ND / Ananus nposeaen no HJI: JII1-001365-170222

Page 1l of4/Crp. 1 n3 4

1}? Test / [lokasaTens Results / PesyabTaThl Specification / Hopma

1 Description / Onucanue Clear light yellow solution. / [ Clear colorless to pale yellow solution.
ITpozpauHblit cBeTno-kenTelii | / TlpospayHbllt OeCLBETHBIH WM
pacTBop. CBETIO-XKENThIH pacTBOP.

2 Identification /
IMopIMHHOCTDB

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
yIep)XUBAHYs OCHOBHBIX INHMKOB Ha
Xpomarorpamme HCIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHaM
yIepKUBaHUs OCHOBHBIX TNMKOB Ha
XpomarorpaMme CTaHJAPTHOTO
pacTBOpa KeTopoJaka TpOMeTaMUHa
" HAMpoKceHa (pasmen
«KoJMYecTBeHHOE OTPEEIEHHE)

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
yIep)KUBaHUA OCHOBHBIX IIMKOB Ha
XpoMaTorpaMmme HCIBITYEMOTO
pacTBOpa IOJDKHBI COOTBETCTBOBATH
BpEMEHaM YIEPKMBAHHA OCHOBHBIX
MHKOB Ha XpoMaTorpamme
CTaHAAPTHOrO PacTBOPA KETOpOJIaKa
TpOMeTaMMHa ¥ HalpokceBa (paszen
«KonuuecTseHHOE OMPeIeICHUE)

3 Clarity / I1po3paysocTh

Complies / CooTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuus
npenapara He J0JDKHA [IPEBbINIATH
OTATIECLIEHIIMIO STATOHA CpaBHEHMs L.

4 Color / IIBeTHOCTH 0.05 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu [UIMHE BOJIHBI
430 um.

5 pH 7.26 From 6.9t07.9./016,9 no 7,9,

Remarks: The Product confirms to ND/
TIpumeuanue: IIpoaykT cooteTcTBYeT TpeboBanusm HJL

Conclusion: APPROVED /
Baxaouenne: OJOBPEHO

Prepared by /
TMoarororneno: Shivani Devi

A

Checked by /
Iporepeno: Pardeep Kumar

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

Amit Kumar D N\—

Reprint Date /
Jara: 22.02.2023

Reprint Date /
Hara: 22.02.2023

Reprint Date /
Hata : 22.02.2023
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon™ (keToposiak) pacteop Juls BHYTPHBEHHOTO M BHYTPHMBILIEYHOTO BBEACHIA, 30 Mr/mn
Batch No / : V230080 Batch Quantity / : 272727ampules /
Cepust Ne O6bem cepHH 2727277 amnyn
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JaTa npou3BOACTBA T'onen no
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6 Particulate matter / MexaHH4eCKHEe BKJIYEHHSA

6A Visible particles /

BuauMbie yacTHLbI

Complies / COOTBETCTBYET

Should correspond to requirements. /
B cooTBeTCTBUM C TpeOOBAHHUSIMH.

poBaHHas NPUMECH

0.05%

6B Invisible particles /
HeBuaumble 4acTULBL:
i. Particles> 10 pm/ 13 not more than 6000 per ampoule /
YacTull pazMepoM > He 6os1ee 6000 Ha amnyIy,;
10 MxM
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
YacTHLl Pa3MEPOM > He 6onee 600 Ha amnyiy.
25 MKM
7 Related substances / PoacTeeHHbIE NPpUMECH
Impurity A / [Ipumecs A 0.13% not more than 0.20 % / He O6omee
0,20 %;
Impurity B / [Tpumecs B not more than 0.50% / He OGonee
Not detected / He obHapyxeHa 0,50 %;
Impurity C / Ilpumecs C Less than LOQ (LOQ = 0.033 %) / Hinke not more than 0.50 % / He 6oinee
npeaena KoNH4eCTBEHHOro onpeacnecHus O 50 (y .
(IKO = 0.033 %) > 0
Impurity D / Ilpumece D Below Limit of Detection (LOD = 0.014 %) / not more than 0.20 % / He 6osee
Hwxe npenena o6Hapyserns (II0 = 0.014 %) 0,20 %.
Any unspecified impurity / Not more than 0.20 % / He Gomnee
EnuHU4uHAs HEMISHTAQULN- 0,20 %.

Remarks: The Product confirms to ND/

[pinmoriainie: [poaykr cootneTcToyeT TpehoranisM H
) J

Conclusion: APPROVED /
Rawnmuenue: OITORPFH()

Prepared by /
IToarorosieHo: Shivani Devi

Checked by /
[Mposepeno: Pardeep Kumar

Approved by: Manager/Executive /
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- /
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

ITpoaykr: Keropon” (KeTOposiak) pacTBOp /Ul BHYTPUBECHHOIO M BHYTPUMBILIEYHOTO BBeeH s, 30 Mr/mi
Batch No / : V230080 Batch Quantity / : 272727ampules /
Cepust Ne O0beM cepun 272727 amnyn
Analytical Report No / : 890001647016 Date of Analysis / 1 22.02.2023
AnajmTuyeckuii oTuer Ne Jara ananuza

Date of Manufacture / : Feb.2023 Date of Expiry / : Jan.2026

Jdara npoussojicrsa Tomen ao

Analysis performed according ND / Ananus nposenen no HI: JII1-001365-170222
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Total impurities / Cymma 0.19% Not more than 1.50 % / He 6onee
npumecei 1,50 %.
8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /

HU3BaexaemMblii 06beM

He meree HomuHansHOTO (1,0 M)

9 Bacterial endotoxins /
BakrepHnaJjibHbIE
IHAOTOKCHHbI

<=0.725 EU/mg /
<=0.725 E3/mr

Not more than 5.8 EU/mg of ketorolac
tromethamine. / He 6onee 5,8 ED/mr
KETOpoJIaKa TpOMeTaMUHa.

10 Sterility (every 15th batch) /
CTepWJIbHOCTH (AJIS1 KamKA0ii
15-oii cepun)

NA

Must be sterile. / JlomkeH OBbITh
CTEPUIIbHBIM.

11 Assay / KoqinyecTBeHHOE 29.93 mg/29.93 mr From 27.0mg to 330mg of
omnpenesieHne C15H13NOj3 CsH 1NOs (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
1o 33,0mr CsHiaNOs C4H;1NOs
(keTopoJyiaka TPOMETaMMH) B 1 MIL
12 Alcohol content / ITanon From 10.60 % to 12.60 %. /

11.36 %

Or 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/
Tpumeuanue: [Ipoaykt coorsercTByeT Tpebosanusam HIT

Conclusion: APPROVED /
Bakmoyenue: ONOBPEHO

Prepared by /
IMoarotosnexo: Shivani Devi

N
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[Mposepeno: Pardeep Kumar
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Approved by: Manager/Executive /
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Amit Kumar i
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Tponykr: Ketopoa” (keroponak) pacTeop Ul BHYTPHBEHHOTO ¥ BHYTPHUMBILIEYHOrO BBEACHNA, 30 mr/ma
Batch No / : V230080 Batch Quantity / : 272727ampules /
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Analysis performed according ND / Ananms nposeaen no HJL: JIT1-001365-170222
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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 cut ring 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 wMn B ammyasl u3 | inacarton pack./
CBETO3aLINTHOIO crekma | [To 1 mMn B amMmynel K3
xopuunesoro knacca I (USP). B | cBeT03alUTHOTO CTEK/IA KOPUIHEBOTO
BepXHEl YacTH aMmylbl HAHECEHbl | MIM  TEMHO-KOPWYHEBOrO  LBETA
KONBLO U Todka Al pasnoma. Ha | kmacca I (USP). B BepxHeil yactu
aMITyJ1y HaKJIeUBAIOT STUKETKY. aMITyJibl HaHEeCEHbI KOJBIO W TOYKa
flo 10 amoyn ¢ wHCTpyKUMedl no | s pasioma. Ha aMmysy HaKjIeMBaroT
[pUMEHEHHIO MOMEMAIOT | 3THKETKY.
B [IBX/amoMHHHEBbIH OIIHCTED. [To 10 ammyn ¢ MHCTpyKLuMel ©o
ITo 1 6icTepy B rauky KapTOHHYIO. | TNPHMEHCHHIO MOMEILAIOT
B [IBX/amoMHUHUEBBIH OIIHMCTED.
[To 1 bnucTepy B Ma4Ky KapTOHHYO;
o craumoHapoe: mo 2, 3, 5
6JIMCTEPOB B [TAUYKY KAPTOHHYIO.

14 Labelling / MapkupoBka According to ND / B coorserctru ¢ HJI.

15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3amuIuesHoM

XpaHeHue OT CBETa MecTe MpU Temnepatype He Belme 25 °C. He 3aMopaxuBaTh.

16 Shelf-life / Cpok roagnocTu 3 years. / 3 roga.

Remarks: The Product confirms to ND/
[pumenaiie: [TpoaykT cooteTetByYeT TpeAnRanusm HT

Conclusion: APPROVED /
Raxamuenne: QJQBPEHO

Prepared by /
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