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CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIM3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykT: Keropon® (keToponak) pacTsop A8 BHYTPUBEHHOIO  BHYTPHMBbILIEYHOTO BBEACHHA, 30 mr/mn
Batch No / : V230134 Batch Quantity / : 272727ampules /
Cepust Ne O0bem cepHH 272727 amnyn
Analytical Report No / : 890001647986 Date of Analysis / :-27.02.2023
AHanuTHYecKHi 0TYeT No JlaTa aHau3a
Date of Manufacture / : Feb.2023 Date of Expiry / 1 Jan.2026
Jata mpou3Boacrea TI'open go
Analysis performed according ND / Anaius nposeaen mo HJI: JIT1-001365-170222
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/
[Ipo3payHblii CBETJIO-XKEATHIH

pacTtBop.

‘1;.:) Test / IlokazaTenn Results / PesyabTaThl Specification / Hopma
1 Description / Onucanue Clear light yellow solution. Clear colorless to pale yellow solution.

/  TIpo3pauHblii OecUBETHBIN WK
CBETJIO-XKENThIH PacTBoD.

2 Identification /
IMoannAHOCTH

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
yIEPXXUBAHUS OCHOBHBIX THKOB Ha
XpoMaTtorpamme VICTIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHAM
yIEP)XUBAHUS OCHOBHBIX IIHKOB Ha
XpoMaTorpaMme CTaHAAPTHOTO
pacTBOpa KeTopojlaka TpOMEeTaM1Ha
u HanpoKCceHa (pazmen
«KonuuecTBEHHOE ONpeaeNIeHNeY)

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
yAEpXHUBaHUs OCHOBHBIX ITHKOB Ha
XpOMarorpamme UCIIBITYEMOTO
pacTBOpa [HOJDKHBI COOTBETCTBOBATH
BpeMeHaM YIEpXXHBaHUSA OCHOBHBIX
[IMKOB Ha XpoMarorpamme
CTaHJ@PTHOTO PacTBOpa KEeTOpoJaka
TpoMeTaMHHa W HampokceHa (paszen
«KoaM4ecTBEHHOE OIPEEIeHUEN)

3 Clarity / IIpo3pa4yHocTh

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHUMs
rnipenapara He AOJDKHA NPEBbILIATh
ONAJIECHEHIIMIO ITaTIOHa cpaBHeHus 1.

4 Color / I1BeTHOCTH 0.03 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu [UIMHE BOJIHBI
- 430 M.
5 pH 7.34 From 6.9t07.9./016,9 no 7.9.

Remarks: The Product confirms to ND/
Hpumeuanue: [Ipoaykr coorercTByeT Tpebobanuam HJ|

Conclusion: APPROVED /
Jakmoyenne: OJAUBPEHU

Prepared by /
[ToxroroBneHo: Nazsh Kumar

]
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Checked by /
[posepero: Himesh Kumar

—

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykosoguTens
Abhishek Chauhan 7

»-""/.
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Reprint Date /
Jara: 27.02.2023

Reprint Date /
Hara: 27.02.2023

Reprint Date /
Hara : 27.02.2023
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Distt. Solan, H.P.,, 173 205, INDIA
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Ketopon® (keToposiak) pacTBOP /Ul BHYTPUBEHHOTO i BHYTPHMBILIEUHOrO BBEACHHA, 30 MI/Mut
Batch No / : V230134 Batch Quantity / : 272727ampules /
Cepus No Oo6bem cepru 272727 amnyn
Analytical Report No / : 890001647986 Date of Analysis / : 27.02.2023
AHaTHTHYeCKHH oTyeT No JlaTa anaanza
Date of Manufacture / : Feb.2023 Date of Expiry / : Jan.2026
JlaTa npou3BOICTBA T'onen g0
Analysis performed according ND / Anaans nposesen no HJI: JIT1-001365-170222
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6 Particulate matter / MexaHu4eckue BKJIOYCHUS

6A Visible particles /
BHANMbIE HaCTUIIBI

Complies / COOTBETCTBYET

Should correspond to requirements. /
B COOTBETCTBHHU C TPEOOBAHUAMH.

6B Invisible particles /
HeBuauMble 4acTHLBL:

Impurity B / ITpumecs B

Not detected / He obHapyxeHa

Impurity C / ITpumecs C

Less than LOQ (LOQ = 0.033 %) /
Hubke  upeARid RUIHECLIBEHHULU
onpenenenus (ITKO = 0.033 %)

Impurity D / ITpumecs D

Below Limit of Detection (LOD =
0.014 %) / Huxe npenena
obuapyxenns (ITO = 0.014 %)

Any unspecified impurity /
EnuHMYHAs HeMJeHTHPULHU-
pOBaHHas NpUMeCh

0.06%

i. Particles> 10 pm / 06 not more than 6000 per ampoule /
Yactun pazMepoM > He 6onee 6000 Ha amMnyny;
10 MkM

il. particles > 25 pm/ 00 not more than 600 per ampoule /
4acTull Pa3sMepoOM > He 6onee 600 na ammyiy.
25 MKM

7 Related substances / PoacTBeHHbIe IpUMecH
Impurity A / [Ipumecs A 0.16% not more than 0.20 % / He Ooiee

0,20 %;

not more than 0.50 % / He Oonee
0,50 %;

not more than 0.50 % / He Oouee
0,50 %¢;

not more than 0.20 % / He Oonee
0,20 %.

Not more than 0.20 % / He 6onee
0,20 %.

Remarks: The Product confirms to ND/
IMpumeuanue: [lponykr coorBercTByeT Tpeboranusam H/|

Conclusion: APPROVED /
3akmouenne: UJUbPEHU

Prepared by / Checked by / Approved by: Manager/Executive /
INoarorosneHo: Naresh Kumar IMposepeno: Himesh Kumar | Oxobpeno: Menemkep f PykoBonutens
@? ~—, | Abhishek Chauhan 71
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Reprint Date / Reprint Date / Reprint Date /
Hara: 27.02.2023 Jara: 27.02.2023 Jata : 27.02.2023
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Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS
CEPTHOHAKAT AHAJIM3A www.drreddys.com

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

IIpoaykr: Ketopon® (keToponak) pacTBOp Juist BHYTPUBEHHOTO W BHYTPUMBILIEYHOTO BBEICHUS, 30 MI/mu
Batch No / : V230134 Batch Quantity / : 272727ampules /
Cepus Ne O6bem cepun 272727 amnya
Analytical Report No / : 890001647986 Date of Analysis / : 27.02.2023
AnanuTHyeckuii oTyer No Jara ananuza

Date of Manufacture / : Feb.2023 Date of Expiry / : Jan.2026
JlaTa mpousBoacTBa TI'open no

Analysis performed according ND / Ananu3s nposenen no HJI: JII-001365-170222
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Total impurities / Cymma 0.22% Not more than 1.50 % / He 6onee
npumeceit 1,50 %.
8 Extractable volume / 1.0 ml/ 1.0 mMn Not less than label claim (1.0 mL) /

H3Baekaemblii 00beM

He menee nHomuuanbHoro (1,0 mi)

9 Bacterial endotoxins /
bakrepHanbHble
IHAOTOKCHHBI

<=0.725 EU/mg /
<=0.725 EQ/mr

Not more than 5.8 EU/mg of ketorolac
tromethamine. / He 6onee 5,8 ED/mMr
KeTopoJiaka TpPOMETaMK1Ha.

10 Sterility (every 15th batch) /
CrepuabHOCTD (A1 KaXKA0H
15-0it cepun)

NA

Must be sterile. / JlomkeH OBITb
CTEpWILHBIM.

11 Assay / KonnyecTBeHHOe 29.42 mg/29.42 mr From 270mg to 33.0mg of
onpenesjeHue CisHi3NO3- C4H 1 NO3 (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
a0 33,0 MI C15H13NO3‘C4H1]NO3
(xeTopoJiaka TPOMETaMMH) B 1 MJL.
12 Alcohol content / ITanon From 10.60 % to 12.60 %. /

11.38 %

Ot 10,60 % 1o 12,60 %.

Remarks: The Product confirms to ND/
Tpumedanue: IIpoayKT cooTBeTcTBYET TpeboBanusam HJI

Conclusion: APPROVED /
3axmouenne: OJIOGPEHO

Prepared by /
MMonarotosneno: Naresh Kumar
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Checked by /
[Tpoeepeno: Himesh Kumar
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Approved by: Manager/Executive /

Onobpeno: Menemzkep|/ Pykosonutelb
Abhishek Chauhan
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Reprint Date /
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Reprint Date /
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Vill. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon® (keToponak) pacTBop jisi BHyTPHBEHHOIO W BHYTPHMBIILIEYHOTO BBeAeHUS, 30 MI/mMn
Batch No / : V230134 Batch Quantity / : 272727ampules /
Cepus Ne Oo0bem cepun 272727 amnyn
Analytical Report No / : 890001647986 Date of Analysis / : 27.02.2023
AnagaTHyeckuii oTueT Ne Jara aHayn3a

Date of Manufacture / : Feb.2023 Date of Expiry / : Jan.2026
JlaTa npon3BoOACTBA I'open o0

Analysis performed according ND / Ananu3s nposenen no HJI: JII1-001365-170222
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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. /

[lo 1 wMn B amiyibl U3
CBETO3AILIUTHOTO cTeKsia
xopuuHeBoro kiacca I (USP). B
BEPXHEN 4acTH aMITyJIbl HaHECEHbI
KOJBLIO M TOYKa Ui pasnoma. Ha
aMITyJly HaKJIeUBalOT STHKETKY.

[To 10 ammyn ¢ WHCTPYKIHMeH HO
NpUMEHEHUIO MOMELIAloT
B [IBX/amoMiUHUEBbIH OIHCTED.

[To 1 6nucTepy B NayKy 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
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 ™M1 B aMIOyasl M3
CBETO3AIIUTHOTO CTEKIId KOPHYHEBOTO
WId  TEMHO-KOPUYHEBOrO  LIBETA
xinacca I (USP). B BepxHeil uwactu
amITy/Ibl HaHeCeHbl KOJNBLO Y TOYKa
IUts pasioMa. Ha amIyiny HaKjieuBaloT
ITUKETKY.

IIo 10 ammyn ¢ MHCTPYKUMEH @O
IPUMEHEHHUIO MOMEILAIOT
B [IBX/anmoMuHMEBBIH ONUCTED.

ITo 1 6nucTepy B MauKy KapTOHHYIO;
L crawsomnapon: mo 2, 3, 5
GIHCTEPOB B MAUKy KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootsercTuu ¢ HJI.

15 Storage conditions /
XpaneHune

In a place protected from light below 25 °C. Do not freeze. / B 3ammIiueHHoM
OT CBETa MeCTe MpH Temneparype He Boiie 25 °C. He 3aMopaxuBars.

16 Shelf-life / Cpox roaoctu

3 years. / 3 roga.

Remarks: The Product confirms to ND/
ITpumeuanue: [IponykT cooTBeTcTBYET Tpebosanuam HII

Conclusion: APPROVED /
3axodenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MToarorosneHo: Naresh Kumar [Mposepenq: Himesh Kumar | Onobpeno: Menemkepf/ Pykosoaurens
é CZ:»J”’—CJ Abhishek Chauhan
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