Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IpoaykT: Ketopon® (ketoponak) pacTBOp Jisi BHYTPUBEHHOTO M BHYTPHMBbIIIEYHOTO BBeAeHH, 30 Mr/mn
Batch No / : V211105 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O6bem cepHH 2,09,090 ammyn
Analytical Report No / : 890001551390 Date of Analysis / : 16.10.2021
AHanuTH4yeckuil oTueT Ne JlaTa aHann3a
Date of Manufacture / : Sep-2021 Date of Expiry/ : Aug-2024
JlaTa npOH3BOACTBA T'ogen xo
Analysis performed according ND / Ananns nposexen mo HJI: JI[1-001365-231118 (amend Ne 1 from
14.01.2020 /uzm.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /uzm.Ne 2 ot 24.08.2020)
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[Tpo3pauHslif, OecLBETHBIN pacTBOP.

‘1;.? Test / IlokasaTesnb Results / PesyabTaThl Specification / Hopma
1 Description / Onucanue Clear colorless solution. / | Clear, colorless to pale yellow

solution. / [Tpo3pauHbli, 6eCLBETHBIH
HJIH CBETIIO-XKENTHIH PacTBop.

2 Identification /
IMognnuRroOCTL

chromatogram of
tromethamine and

OCHOBHBIX
XpoMarorpamme

XpOMaTorpamMmMe

«KoJIM4eCTBEHHOE ONpe/IeTIEHUE)

The retention times of the main
peaks in the chromatogram of test
solution correspond to those in the
ketorolac
naproxen
reference standards solution (Assay
section) / BpemeHa ynepXWBaHUA
MUKOB Ha

UCIIBITYEMOTO
pacTBopa COOTBETCTBYIOT BpEMEHAM
yIEpXKUBAHUS OCHOBHBIX NMHUKOB Ha
pactBopa
CTaHIaPTHBIX 00pa3LioB KETOpoJaKa
TpOMeTaMKHa U HanpoKceHa (pa3 e

The retention times of the main peaks
in the chromatogram of test solution
should correspond to those in the
chromatogram of ketorolac
tromethamine and naproxen reference
standards solution (Assay section) /
Bpemena ynoepHBaHMsA OCHOBHBIX
MHUKOB Ha XpoMarorpamme
HCOBITYEMOTO  PacTBOPa  JOJDKHBI
COOTBETCTBOBATh BpeMeHaM
yIep)KUBAHUS OCHOBHBIX ITHKOB Ha
XpoMaTorpamme pacTBopa
CTAHZApPTHHIX 00pa3loB KETOpoJaka
TpOMeTaMHHa W HampoKceHa (pasmen
«KonuuecTBEHHOE OnpeaeTIeHUEN)

3 Clarity / IlpospaynocTh

Complies / CoOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHUUs
npenapara He TOJDKHA NpeBbILIATh
OTaJIeCleHIHIO 3TalOHa CpaBHEHHA [

4 Color / IlBeTHOCTB 0.042 Abs Not more than 0.20 at 430 nm /
He 6onee 0,20 npy nniHE BOMHBI
430 M

5 pH 7.25 Between 6.9 and 7.9 /6,9 — 7,9

Remarks : The Product confirms to ND/
TTpumeuanue: Ipoxykt cooTBeTcTBYET TpeboBanusiM HJL

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
IMogrorosieHo: Ra\Iiskant

Checked by /
Iporepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Menemskep / PykoBoauTenn
Pawan Kumar

Reprint Date /
Jara: 16.10.2021

Print Date /
Jara: 16.10.2021

Print Date /
Jara: 16.10.2021
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Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PL.C004507
www.drreddys.com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIW3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Kertopon® (keTopoiak) pacTBOp AJ1ss BHYTPHBEHHOIO M BHYTPUMBIIICYHOTO BBeACHHS, 30 Mr/mn
Batch No / : V211105 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O6bem cepun 2,09,090 amnyn
Analytical Report No / : 890001551390 Date of Analysis / : 16.10.2021
AHaJuTHYECKHH oTYeT No JlaTa aHan3a
Date of Manufacture / : Sep-2021 Date of Expiry / : Aug-2024
JlaTa npon3BoacTBa Tonen mo
Analysis performed according ND / Ananus nposenen no HJI: JI[1-001365-231118 (amend Ne 1 from
14.01.2020 /uzm.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /u3m.Ne 2 ot 24.08.2020)
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6 Particulate matter / MexaHu4yecKHe BKJIHYEHUS

6A Visible particles /
BuauMele 4acTHUIIbI

Complies / CooTBETCTBYET

Should correspond to requirements /
B COOTBETCTBHH ¢ TpeOOBAaHMUAMH

6B Invisible particles /
HeBuauMble 4aCTHLbL:

Impurity B / [Ipumecs B

BDL (Disregard area 1803)

Impurity C / IIpumecs C

Less than LOQ (0.033%)

Impurity D / IIpumecs D

BDL (Disregard area 1803)

Any unspecified impurity /

i. Particles> 10 pm/ 76 Not more than 6000 per ampoule /
YacTuLibl pasMepoM > He 6onee 6000 Ha ammyny;
10 MKM

ii. Particles > 25 pm/ 8 Not more than 600 per ampoule /
YacTtulpl pasMepoM > He 6onee 600 Ha ammyiny.
25 MKM

7 Related substances / PoncTBeHHbIe NPHMECH
Impurity A / Ilpumecs A 0.15% Not more than 0.20 % / He 6omnece

0,20 %

Not more than 0.50% / He 6Gonee
0,50 %

Not more than 0.50 % / He 6onee
0,50 %

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

Not more than 0.20 % / He 6onee

EnvHryHas HeMIEHTUPULHU- 0.07% 0,20 %

poBaHHas IPUMECD

Total impurities / Cymma 0.33% Not more than 1.50 % / He 6omee
npumMecei 1,50 %

Remarks : The Product confirms to ND/
ITpumeyanue: IlpomykT cooTBeTcTBYeT Tpeboanmam HJI

Conclusion : APPROVED /
3akmoyenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
INoaroroeneHo: Ramakant IMposepeno: Pardeep Kumar | OmgobpeHo: Menemxkep / Pykosoauresns
§2 = Pawan Kumar
= -
Reprint Date / Print Date / Print Date /
Jara: 16.10.2021 Hara: 16.10.2021 Hara: 16.10.2021
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Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IpoaykT: Ketopon® (keropoak) pacTBOp /sl BHYTPUBEHHOTO H BHYTPHMBIIIEYHOTO BBEeAeHUs, 30 MIr/Mn
Batch No / : V211105 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O6nem cepun 2,09,090 amnyn
Analytical Report No / : 890001551390 Date of Analysis / : 16.10.2021
AHanuTHYeCKHH oTUeT No Jara anaausza
Date of Manufacture / : Sep-2021 Date of Expiry / : Aug-2024
JaTta npoM3BoOACTBA T'ogen no
Analysis performed according ND / Ananus nposenen no HJI: JI[1-001365-231118 (amend Ne 1 from
14.01.2020 /u3m.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /u3zm.Ne 2 ot 24.08.2020)
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8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /
H3eiexaemblii 00beM He Menee nomuHansHoro (1,0 M)

9 Bacterial endotoxins / <=0.725EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTtepnanbHble <=0.725E3/mr tromethamine / He 6onee 5,8 ED/mr
HAOTOKCHHBI KeTOpoJiaka TpOMeTaMUHa

10 Sterility / CTepu/bHOCTB Complies / CrepuieH Should be sterile / Ctepunen
11 Assay / KosinuecTBeHHOE ofipefe/ieHHe
a) Ketorolac tromethamine / 29.55 mg/29.55 mr From 270mg to 33.0mg of
Ketoponaka TpoMeTaMHH CisH1aNO3 C4H 1NO; (ketorolac
tromethamine) per 1 mL / Ot 27,0 Mr
a0 33,0 MT C15H13NO3‘C4H[1NO3
(keTOoponaka TpOMETaMUH) B 1 Mn
b) Sodium chloride / Hatpus 4.42 mg/mL / 4.42 Mr/Mn Between 4.2 mg/mL and 4.5 mg/mL /
XJIOPUL Ot 4,2 mr/mn go 4,5 Mr/mn
12 Alcohol content / ITanon 11.95% Between 10.60 % and 12.60 % /
Ot 10,60 % no 12,60 %

Conclusion : APPROVED /
3akarouenue: OJJOBPEHO

Remarks : The Product confirms to ND/
Ipumeuanue: IIpoayKT COOTBETCTBYET TpebosanusaM HJI

Prepared by / Checked by /
l'lom'm*osncgg: Ramakant ITpoeepeno: Pardeep Kumar

I e

Approved by: Manager/Executive /
Ono6peno: Menempxep / Pykosoautens
Pawan Kumar

Print Date / Print Date /
Jara: 16.10.2021 Jara: 16.10.2021

Reprint Date /
Jara: 16.10.2021

Registered Office: 8-2-337, Road No. 3, Baujara Hills, Hyderabad - 500034, A P, India
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IlpoaykT: Keropon® (keToposiak) pacTsop jjis BHYTPHBEHHOIO M BHYTPHMBbILIECYHOTO BBEACHNS, 30 mr/mn
Batch No/ : V211105 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O0Bem cepun 2,09,090 amnyn
Analytical Report No / : 890001551390 Date of Analysis / : 16.10.2021
AHaguTnyeckni oT9eT No Jata anaausa
Date of Manufacture / : Sep-2021 Date of Expiry / : Aug-2024
JlaTa mMpoH3B0CTBA T'ogen no
Analysis performed according ND / Auasu3s nposexen mo HJI: JII1-001365-231118 (amend Ne 1 from
14.01.2020 /usm.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /u3m.Ne 2 ot 24.08.2020)
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13 Packaging / YnakoBka 1 mL in class I amber glass ampoules | 1 mL in class I amber glass ampoules
(USP). A cut ring and point in the | (USP). A cut ring and point in the
upper part of ampoule. A label is | upper part of ampoule. A label is

attached to ampoule. attached to 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
m in a carton pack.

I[To 1 mMn B ammynsl H3 TEMHOIO
ctexna kinacca I (USP). B Bepxueii | Ilo 1 Mit B aMITysbl U3 TEMHOIO CTeKIIa
9yacTH aMIyJibl HaHeceHbl konmblio U | knacca I (USP). B BepxHe#t uyactu
Touka i pasnoma. Ha aMmymy | amnysisl HaHeCEHBI KONBLO M TOYKa

HAKIJIEMBAFOT 3TUKETKY. [uta pasnoMa. Ha aMIyny HakieuBaroT
[To 10 ammynm ¢ MHCTPYKUUWEH MO | ITHKETKY.

NpUMEHEHHUIO noMemator | [lo 10 ammyn ¢ HHCTpyKUHE#d 10
B [IBX/amomMusneBbIi 6ucTED. NpHUMEHEHUIO MMOMEIaoT

Io 1 6mucTepy B nauky kapronuyio. | B [IBX/amomuHueBsI# 6a1cTED.

Tlo 1 6ucTepy B Ia4Ky KapTOHHYIO;
U1 cTauuoHapoB: no 2, 3, 5
OIHCTEpPOB B NMaUKy KapTOHHYIO.

14 Labelling / MapkupoBka According to ND / B coorsetctBuu ¢ H/I.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3auiiiueHHOM
Xpaunenue OT CBETa MeCTe IpH Temrepatype He Boliie 25 °C. He 3aMOpaXXuBaTh.

16 Shelf-life / Cpox roanocTn 3 years / 3 ropa.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tpumeuanue: [IpogykT coorBeTcTBYeT Tpebosanuam HT 3akmoyenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Tloarotoeneng: Ramakant ITposepeno: Pardeep Kumar | Ono6peno: Menemwkep,{ Pykosonurens

W ;[f Pawan Kumar )

Reprint Date/ Print Date / Print Date /
Jlarta: 16.10.2021 Jlara: 16.10.2021 Jlata: 16.10.2021
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