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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
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUDOUKAT AHAJIM3A

[ Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Kertopon™ (keToponak) pacTBop [is BHYTPUBEHHOIO U BHYTPUMbIILEYHOTO BBEAEHNS, 30 mMr/mi

Batch No / : V230141 Batch Quantity / : 272727ampules /
Cepus Ne O61em cepun 272727 amnyn
Analytical Report No / : 890001648108 Date of Analysis / : 28.02.2023
AHalUTHYEeCKHH oT4YeT Ne JlaTa aHanu3a
Date of Manufacture / : Feb.2023 Date of Expiry / : Jan.2026
JlaTa mpou3BoaCTBA Togen no

Analysis performed according ND / Ananu3 npoeeaen mo HJI: JIT1-001365-170222

Page1 of4/Crp-1u3 4

/
[Tpo3paunbit 24
pacTBop.

CBETIJIO-XKEITEI

1;.00 Test / Iloka3aTesb Results / PesyabTaTsl Specification / Hopma
1 Description / Onucanue Clear lig_ht yellow solution. Clear colorless to pale yellow solution.

/  Tlpo3paunblif 6ecUBETHBIN WK
CBETJIO-XENThIH pacTBOP.

2 Identification /
IopIHHHOCTDL

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) / BpemeHna
yIOepXKUBaHUS OCHOBHBIX NMHKOB Ha
XpOMaTorpamMmme HCTILITYEMOTO
pacTBoOpa COOTBETCTBYIOT BpEMEHaM
yIEPKUBAHUSA OCHOBHBIX IIMKOB Ha
XpoMaTorpamme CTaHAapTHOTO
pacTBopa KeTopoiaka TpOMeTaMHHa
" HanpoKceHa (paznen
«KoJuuecTBeHHOE ONpefEeNEHUEN)

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
yIEep)XUBAHUS OCHOBHBIX IIMKOB Ha
XpOMaTorpamMmme UCMIBITYEMOTO
pacTBOpa [IOJDKHBI COOTBETCTBOBATb
BpeMEHaM YINCPXUBAHUA OCHOBHBIX
MUKOB Ha XpoMaTorpamme
CTAHJAPTHOTO pacTBOpa KETOpoJiaka
TpOMETaMMHa U HalpoKceHa (pazfen
«KonuuecTBeHHOE OTpelNeNneHue»)

3 Clarity / IIpo3spaudocTh

Complies / CooTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / Onanecuenuust
npemnapara He JOMKHa HpeBbIIATh
OMANECHSHIHIO STAIOHA CpaBHEHHUA [

4 Color / LigeTHOCTD 0.03 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu [UiMHe BONHBI
430 M.

5 pH 7.33 From6.9t07.9./016,9 no 7,9.

Remarks: The Product confirms to ND/
ITpumeuanue: [Ipogykr cootBercTByeT Tpebopanuam H/L

Conclusion: APPROVED /
3akaruenne: OJOBPEHO

Prepared by /
IToaroroerneno: Pardeep Kumar

i

Checked by /
I[Tpoeepeno: Himesh Kumar

E
(e

Approved by: Manager/Executive /
Ono6peHo: Menemxep //Pykosogures
— Abhishek Chauhan ?

e

(=

-
Reprint Date /

Jara: 28.02.2023

Reprint Date /
Jara: 28.02.2023

Reprint Date /
Jara : 28.02.2023
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CEPTH®HKAT AHAJIM3A

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

Hponykr: Keropon" (keToponak) pacTBop Uis BHYTPHBEHHOTO W BHYTPHMAbILIEYHOTO BBCACHMUA, 30 Mr/ma
Batch No / : V230141 Batch Quantity / : 272727ampules /
Cepns Ne O0bem cepun 272727 amnyn
Analytical Report No / : 890001648108 Date of Analysis / : 28.02.2023
AnaanTHyeckuii oTyer Ne Jdara anann3a

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

Jara npoH3BoACTBA Iogen 1o

Analysis performed according ND / Ananus nposejen no H/L: JITT-001365-170222
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6 Particulate matter / Mexannyeckue BKJIIOYEHHUS
6A Visible particles / Complies / CoOTBETCTBYET Should correspond to requirements. /
BuauMble 4acTULbI B cooTBETCTBUYU C TPEOOBAHUSIMH.

6B Invisible particles /
HeBujuMble 4acTHLbI:

i. Particles> 10 pm/ 28 not more than 6000 per ampoule /
YacTHLl pa3MepPoOM > He 6omnee 6000 Ha amnyIty;
10 Mxm
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
9acTHl] PasMEPOM > ne 6onee 600 Ha aMmyily.
25 MKM
7 Related substances / PoacTBeHHbIe IpUMecH
Impurity A / [Tpumecs A 0.15% not more than 0.20 % / He Oonee
0,20 %;
Impurity B / [Ipumecs B Not detected / He oGHapysxeHa not more than 0.50% / He Oonee
0,50 %;
Impurity C / Ilpumecs C Less than LOQ (LOQ = 0.033 %) / not more than 0.50 % / He Oonee

Huxe npenena kommiectsentoro | 0,50 %;
onpenenenns (IIKO = 0.033 %)

Impurity D / TIpumece D Below Limit of Detection (LOD = not more than 0.20% / He Oornee
0.014 %) / Humxe npenena 0,20 %.
o6uapyxenus (ITO = 0.014 %)

Any unspecified impurity / 0.06% Not more than 0.20 % / He 6ouee

EnuruyHas HeuaeHTuuum- ’ 0,20 %.

pOBaHHAs IPHMeECh
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
Tpumeuanue: [Ipoayxt coorsercTByeT Tpebosanusm HJ 3Zaxmodenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
HoarorosneHo: Pardeep Kumar TMposepero: Himesh Kumar | Ono6peno: Menemxep / Pykosopurens

/ 5 ~——. | Abhishek Chauhan | _
= = ' (=

Reprint Date / Reprint Date / Reprint Date /
Jata: 28.02.2023 Hara: 28.02.2023 Jara : 28.02.2023
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CEPTUOUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
[poayxr: Keropon” (keToponak) pacTeop /U1 BHYTPUBCHHORO W BHYTPHMbILLIEYHOO seeseHns, 30 mr/mn
Batch No / : V230141 Batch Quantity / : 272727ampules /
Cepus Ne O0bem cepun 272727 amnyn
Analytical Report No / : 890001648108 Date of Analysis / : 28.02.2023
AnanuTHyeckuii oTyeT No Jara anaausa
Date of Manufacture / : Feb.2023 Date of Expiry / : Jan.2026
Jlara npon3BoaACTBA Foaen 1o
Analysis performed according ND / Anaiu3s nposejet 1o HJI; JII1-001365-170222
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HU3Baexaemblii 00bem

Total impurities / Cymma 0.20% 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) /

He menee Homunansnoro (1,0 mn)

9 Bacterial endotoxins /
BakrepunanbHble
IHAOTOKCHHBI

<=0.725 EU/mg /
<=0.725 EDQ/mMr

Not more than 5.8 EU/mg of ketorolac
tromethamine. / He 6onee 5,8 EQ/mr
KeTOpOJIaKka TPOMETaMHUHA.

15-oii cepum)

10 Sterility (every 15th batch) /
CTepubHOCTD (A1 KamA0M

NA

Must be sterile. / JlomkeH ObITb
CTEPUIbHBIM.

11.29 %

11 Assay / KonnuecTBenHnoe 29.67 mg/29.67 Mr From 270mg to 330mg of
ompeaeseHue CsH3NO3 C4H11NOs (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
0 33,0 Mr C15H13NO3'C4H11NO3
(keToponaka TpoMeTamMyH) B 1 MIL
12 Alcohol content / ITa"on From 10.60 % to 12.60 %. /

Or 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/
[Tpumeyanue: IIpOAYKT COOTBETCTBYET TPEOOBAHUAM HJT

Conclusion: APPROVED /
Baxmouenne: QJJOBPEHO

Prepared by /
TMoarorosneHo: Pardeep Kumar

Lo =

Checked by /
[Mposepeno: Himesh Kumar

s

Approved by: Manager/Executive /
Onobpeno: Menemxep / yxoaoijenb
_—, | Abhishek Chauhan j

(=

Reprint Date /
Jara: 28.02.2023

Reprint Date /
Jara: 28.02.2023

Reprint Date /
Jara : 28.02.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s “!'.

CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJTW3A

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
www.drreddys.com

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

poaykT: Keropon" (KeTtoponak) pacTBop Asisl BHYTPUBEHHOTO M BHYTPUMBILICHHOTO BBEACHNA, 30 mr/mn
Batch No / : V230141 Batch Quantity / :+ 272727ampules /
Cepnuna Ne O6bemM cepHu 272727 amnyn
Analytical Report No / : 890001648108 Date of Analysis / : 28.02.2023
Ananuruyeckni oryer Ne JlaTa aHam3a

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

JlaTa npou3BoacTea T'ogen xo

Analysis performed according ND / Anaiu3s npoBejies 1mo HJL: JI[1-001365-170222

Page4 of 4/ Crp. 4 u3 4

13 Packaging / YnakoBxa

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 ammylbl U3
CBETO3ALIUTHOIO cTeKsa
xopuunesoro kmacca I (USP). B
BepXHeil 4acTy aMnylbl HaHECCHBI
KOJMBLIO M Todka 18 pasnoma. Ha
aMITy/Ty HaKJIeUBalOT STHKETKY.

Ilo 10 ammyn ¢ HHCTpYKUMEH IO
NpUMEHEHUIO NoMeuaoT
B [IBX/amomMuHueBbIi 6auCTEp.

Mo 1 GnucTepy B Ma4Ky KapTOHHYIO.

1 mL in class 1 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. /

flo 1 w™Mn B aMmoylbsl U3
CBETO3ALUTHOIO CTEKJa KOPUYHEBOTO
WIM  TEMHO-KODMYHEBOTO  IIBETa
knacca I (USP). B BepxHeil 4acTu
aMTIyJibl HaHECEHbl KOJbIO W TOYKA
171 paziaoma. Ha aMmmmysly HakjieuBaioT
ITUKETKY.

[lo 10 ammyn ¢ HHCTPYKUHEH IO
NPUMEHEHUIO MOMELIAI0T
B [1BX/anoMuHIEBLIH OIUCTED.

ITo 1 6aucTepy B Ma4yKy KapTOHHYIO;
s cTandoHapoB: mo 2, 3, 5
GAMCTEPOE B MAYKY KAPTOHHYIO.

14 Labelling / MapkupoBKa

According to ND / B cootBetcteun ¢ HJL.

15 Storage conditions /
XpaHerue

In a place protected from light below 25 °C. Do not freeze. / B 3amylLieHHOM
OT CBETa MecTe TpH Temrepatype He Bbiie 25 °C. He 3aMOpaXHBATh.

16 Shelf-life / Cpok roaHocTn

3 years. / 3 rona.

Remarks: The Product confirms to ND/
[Tpumeuannic: HpouyKr Cou1BETETBYET TPeOOBAHHAM HIT

Conclusion: APPROVED /
Zarcmogenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[oarotosneno: Pardeep Kumar TIpoeepeno: Himesh Kumar | Ono6pero: Menemkep PykoBogurenb
, Ty Abhishek Chauhan J
Qﬁf—:’ E“( P
Reprint Date / Reprint Date / Reprint Date /
Jata: 28.02.2023 Jara: 28.02.2023 Jara : 28.02.2023
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