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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 : 491 98166 56001-02
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CEPTUOUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml T
IIponykr: Keropon® (keToponak) pacTBOp Asist BHYTPMBEHHOIO W BHYTPHMbILLEYHOTO BBEACHHUS, 30 mr/mn
Batch No / : V230300 Batch Quantity / : 272727ampules /
Cepus Ne O6bem cepun 272727 amnyii
Analytical Report No / : 890001660283 Date of Analysis / : 28.04.2023
AHANMMTUYECKHH oTyeT No JlaTa ananu3a
Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2026
JlaTa npon3BoAcCTBA I'onen 1o

Analysis performed according ND / Anasnns nposenen no HJL: JIT1-001365-170222

Page 1 of4/Ctp. 1 n3 4

1;,? Test / [TokazaTenb Results / PesyabTaThl Specification / Hopma
1 Description / Onucanne Clear, light yellow solution. / | Clear colorless to pale yellow solution.
[Tpo3pauHbIii cBeTno-kenTeil | / Ilpo3pauHbiii GecUBETHBIH wnH
pacTBOp. CBETJIO-XKENThIH pacTBOP.

2 Identification /
Ilop1MHHOCTL

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
yIep)XHBaHUs OCHOBHBIX INHMKOB Ha
XpoMaTorpaMme UCTIBITYEMOTO
pacTBopa COOTBETCTBYIOT BpEMeHaM
yIAEPKHUBaHU OCHOBHBIX NUKOB Ha
XpOMaTorpaMmme CTaHIapTHOTO
pacTBOpa KeToponiaka TpOMeTaMHHa
U HanpoKCeHa (paznen
«KONMHYECTBEHHOE ONPEACICHUEY)

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
yIOEPXKUBAHHS OCHOBHBIX IIMKOB Ha
XpOMaTorpamme HCIIBITYEMOTO
pacTBOpa JOJDKHBl COOTBETCTBOBAThH
BpPEMEHAM YIEPXXUBAHHA OCHOBHBIX
TTHKOB Ha XpOMaTorpaMme
CTaHOApPTHOrO pacTBOpa KEeToposaka
TpOMeTaMMHa U HanpokceHa (pa3fen
«KonuuecTBeHHOE OnpeeICHUEN)

3 Clarity / Ilpo3pauHocTh

Complies / CoOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHuus
npernapara He J0JDKHa MPEBbILIATh
OMaNIECLIEHHIO TAJIOHA CpaBHEHU 1.

4 Color / IlIBeTHOCTB 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu AJIUHE BOIHbI
430 uM.

5 pH 7.38 From 6.9 t0 7.9./ 01 6,9 1o 7,9.

|

Remarks: The Product confirms to ND/
[Ipumeuanue: [TponykT cooTsercTByeT TpeGosanuam HJT

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
IMogroroeneno: Pradeep Kumar

=

Checked by /
ITpoeepena: Himesh Kumar

Approved by: Manager/Executive /
Onobpeno: Menekep / PykoBoaureb
Manoj Kumar '

Reprint Date /
Jata: 28.04.2023

Reprint Date /
Hara: 28.04.2023

Reprint Date /
Iara : 28.04.2023
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Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

Ipoayrr: Keropon” (keToponak) pacTBop Julsl BHYTPHBEHHOTO ¥ BHYTPHMBILIEYHOTO BBeACHNA, 30 mr/ma
Batch No / : V230300 Batch Quantity / : 272727ampules /
Cepua Ne O6bem cepun 272727 amiiyil
Analytical Report No / : 890001660283 Date of Analysis / : 28.04.2023
AHAJHTHYECKHH oTueT No JlaTa aHanusa

Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2026

JaTa npousBojcTea l'oaen oo

Analysis performed according ND / Anain3 nposeaen no HJI: JII1-001365-170222
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i: Test / Ilokazarens Results / PesynbTatsl Specification / Hopma
6 Particulate matter / MexaHnyeckue BKIOYEHUs

6A Visible particles /
BuauMbIie 4aCTULIbI

Complies / COOTBETCTBYET

Should correspond to requirements. /
B cOOTBETCTBMH C TPEOOBAHUSIMH.

6B Invisible particles /
HeBuauMble YacTUL(LL:

0.014 %) / Hwxe npeznena
obHapyxenus (I10 = 0.014 %)

Any unspecified impurity /

pOBaHHasi IpHMeECh

EnvHu4Has HeMIeHTUGRLIHU-

0.06%

i. Particles> 10 pm/ 07 not more than 6000 per ampoule /
Yactui pazmMepoMm > He 6osiee 6000 Ha ammTyay;
10 MKkM
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
YacTUl pa3MepoM > ne 6onee 600 Ha amnyny.
25 MKM
7 Related substances / PoacTBeHHble npumMecH
Impurity A / Ilpumecs A 0.15% not more than 0.20% / He 6onee
0,20 %,;
M V)
Impurity B / Ilpumecs B Not detected / He o6HapyieHa not more than 0.50 % / He Gonee
0,50 %;
Impurity C / [Tpumecs C Less than LOQ (LOQ = 0.033 %) / not more than 0.50 % / He Ooinee
Hwke mnpexena konuyecTBeHHOro | 0,50 %;
onpexnenenus (ITKO = 0.033 %)
Impurity D / I[Tpumecs D Below Limit of Detection (LOD = not more than 0.20 % / He 6oiee

0,20 %.

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

Remarks: The Product confirms to ND/
Ipumeuanue: IponykT coorsercTByer Tpebosarusm HT

Conclusion: APPROVED /
Zaxawdenne: OJJOBPEHO

Prepared by /
INoarorosneHo: Pradeep Kumar

Checked by /
[Tposepero: Himesh Kumar

\

Approved by: Manager/Executive /

OnobpeHo: Menemxep / Pykopoautens

Manoj Kumar » 4

Reprint Date /
Jlata: 28.04.2023

Reprint Date /
Jara: 28.04.2023

Reprint Date /
Jara : 28.04.2023
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CEPTUPUKAT AHAJIM3A

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

Mpoaykr: Ketopon™ (keToponiak) pacTBOp JUisi BHYTPUBEHHOTO M BHYTPUMbILLIEYHOrO BBeAEHHS, 30 Mr/mil
Batch No / : V230300 Batch Quantity / : 272727ampules /
Cepus Ne O0nbem cepun 272727 amnyn
Analytical Report No / : 890001660283 Date of Analysis / : 28.04.2023
AHanuTn4eckuii oruer Ne JlaTa ananusa

Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2026
JaTa npon3soacTBa I'open o

Analysis performed according ND / Ananu3s nposegen no HJ/I: JI[1-001365-170222
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i.f Test / [1okaszaTennb Results / Pe3yabTaThl Specification / Hopma
Total impurities / Cymma 0.20 % Not more than 1.50 % / He Gonee
npumecei 1,50 %.

8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /
HU3BnekaeMelii 00LemM He menee HomuHanbsHoro (1,0 mn)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac

BakrtepuanbHbie <=0.725 EDQ/mr tromethamine. / He 6onee 5,8 ED/mr
IHAOTOKCHHBI KeTOopoJiaKka TpPOMeTaMHHa.

10 Sterility (every 15th batch) /
CTepuiabHOCTD (AJ1s1 KaXI0#
15-oii cepnn)

NA

Must be sterile. / JlokeH O6bITh
CTEPHIIbHBIM.

11.53%

11 Assay / KonuyecTBeHHOe 28.93 mg/28.93 mr From 27.0mg to 33.0mg of
onpejaeyieHue CisH13NO3 C4H 1 NOs (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
a0 33,0 MrIr C15H13NO3‘C4H11N03
(kxeToponaxa TPOMETaMHUH) B 1 M.
12 Alcohol content / ITanoJ From 10.60 % to 12.60 %. /

Ot 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/
ITpumevanue: [Tpoaykr cooreTcTBYET Tpeboanuam HJI

Conclusion: APPROVED /
3akawuenne: OJJOBPEHO

Prepared by /
IMoarorosneno: Pradeep Kumar

SN

Checked by /
[poeepero: Himesh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoauresnts
Manoj Kumar . i

Reprint Date /
Jlarta: 28.04.2023

Reprint Date /
Jarta: 28.04.2023

Reprint Date /
Jlarta : 28.04.2023
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CEPTUPHKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoAyKT: Ketopon® (keToponak) pacTBOp iiisi BHYTPHBEHHOIO M BHYTPHMbILIEYHOrO BBeAeHus, 30 mr/mn
BatchNo / 1 V230300 Batch Quantity / : 272727ampules /
Cep#in Ne O0bem cepun 272727 amnyn
AnaBtical Report No / : 890001660283 Date of Analysis / : 28.04.2023
ApaJurnyecknii oryer Ne JaTa ananusa
Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2026
JaTaA npon3BoaCTBa Togen g0
Analysis performed according ND / Ananu3 nposenen no HJI: JI1-001365-170222
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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™Man B aMOoyisl u3
CBETO3aL{UTHOTO cTeKia
kopuuHeBoro kiacca I (USP). B
BEpXHEW 4acTHU aMIlyJibl HaHECEHBI
KOJIBLIO ¥ TOYKa s pazioMa. Ha
amInyny HakJIeHBaiOT STUKETKY.

ITo 10 ammyn ¢ MHCTPYKLHMEH IO
NPUMEHEHUIO MOMEIIAIOT
B [IBX/amomuHueBsbli 6aucrep.

ITo 1 6iucTepy B MayKy KApTOHHYIO.

i.:) Test / Iloka3zaTennb Results / PesyabTaThl Specification / Hopma
13 Packaging / YnakoBka 1 mL in class I light-shielding amber | 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. /

Mo 1 wMn B aMnoynasl U3
CBETO3aIIUTHOTO CTEKJIa KOPUYHEBOTO
WIM  TEMHO-KOPHYHEBOTO  LBETa
kinacca I (USP). B BepxHel yacTH
aMIyJ bl HaHECEHbl KOJIbLO M TOUKA
JUIs pazioMa. Ha ammyny HakIeuBaroT
STHKETKY.

IIo 10 amnyn ¢ UHCTPYKLMEH IIO
MPUAMEHEHUIO MOMEILAI0T
B [IBX/anoMHHHUEBBII O1HCTED.

Ilo 1 6nucTepy B nayKy KapTOHHYIO;
Ui crauMoHapoB: mo 2, 3, 5
GJIMCTEPOB B MAYKy KAPTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B coorsetctBuu ¢ HJI.

15 Storage conditions /
XpaHeHnue

In a place protected from light below 25 °C. Do not freeze. / B 3amuiuenHom
OT CBETA MeCTe MpH Temneparype He Boiie 25 °C. He 3aMopaX1BaTh.

16 Shelf-life / Cpox rognoctn

3 years. / 3 roza.

Remarks: The Product confirms to ND/
Ipumeuanue: [Ipoaykt cooTeTcTBYET TpeboBanusam HJT

Conclusion: APPROVED /
3axmouenne: OJIOBPEHO

Prepared by /
Iogrororneno: Pradeep Kumar

Checked by /
l'[poseper: Himesh Kumar

N —

<y
‘

Approved by: Manager/Executive /
OnobpeHo: Menemkep / Pykosoautenb
Manoj Kumar

Reprint Date /

Hara: 28.04.2023

Reprint Date /
Hara: 28.04.2023

Reprint Date /
JHara : 28.04.2023
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