Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon® (keroponak) pacTBOp /ijisl BHYTPHBEHHOTO M BHYTPMMBILIEYHOrO BBeACHNA, 30 MI/mn
Batch No / : V210923 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O6bem cepun 2,09,090 ammy
Analytical Report No / : 890001543286 Date of Analysis / : 31.08.2021
AHaauTHYecKHi oTdeT Ne JMata ananuza

Date of Manufacture / : July-2021 Date of Expiry / : June-2024

Jlara npon3BojacTBa T'open go

Analysis performed according ND / Auanus nposegen no HJI: JII1-001365-231118 (amend Ne 1 from
14.01.2020 /m3m.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /uzm.Ne 2 ot 24.08.2020)
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No

No Test / [TokazaTeJb Results / Pe3yabTaTtsl Specification / Hopma
1 Description / Onucanue Clear colorless solution. / | Clear, colorless to pale yellow
[Tpo3pauHslii, 6eclBETHBIN PACTBOP. solution. / IIpo3pauHslil, 6ecLBETHBII!

WM CBETIO-KENTHIHA pacTBop.

2 Identification /
HopaunuocTh

chromatogram of
tromethamine and

XpoMaTorpamme

The retention times of the main | The retention times of the main peaks
peaks in the chromatogram of test | in the chromatogram of test solution
solution correspond to those in the | should correspond to those in the

ketorolac | chromatogram of ketorolac
naproxen | tromethamine and naproxen reference

reference standards solution (Assay | standards solution (Assay section) /
section) / Bpemena ynepxuBaHUs | BpemeHa ymepXHBaHUA OCHOBHBIX

OCHOBHBIX NMHUKOB Ha ITUKOB Ha XpoMarorpaMmme
XpoMaTorpamme HCIIBITYEMOT'O HCIIBITYEMOTO pacTBOpa JOJXHBL
pacTBOpa COOTBETCTBYIOT BpEMCHAM COOTBETCTBOBATHL BpEMEHaM

YAECpXHBaHUA OCHOBHBIX MMHUKOB HA YAECPKHUBAHUA OCHOBHBIX ITHKOB Ha

pacTBOopa | XpoMmaTorpaMme pacTeopa

CTaHJapTHBIX 06pa3l0B KeTOpoiaka | CTaHFAPTHBIX OOpa3LOB KETOpOIaka
TpOMEeTaMMHa 1 HalpoKceHa (pa3fiell | TPOMETaMHHAa W HalpOKCeHa (pazmen
«KonuuecTBEHHOE ONpe/ieIEHHEN) «KonMuecTBEHHOE OTIPEAEIICHUE)

3 Clarity / Ilpo3pauHocThb

Complies / CooTBeTCTBYET The opalescence of the sample should

not exceed opalescence of reference
suspension 1. / OnanecueHuus
nperapara He JOJDKHA NPEBERILIATH
OTAJIECLIEHIIMIO 3TallOHa cpaBHeHUA L.

4 Color / llgeTHOCTB 0.039 Abs Not more than 0.20 at 430 nm /
He 6onee 0,20 mpu 1y1MHe BOJIHBI
430 M

5 pH 7.32 Between 6.9 and 7.9/6,9 - 7,9

Remarks : The Product confirms to ND/
Ipumeyanue: [Ipoaykr coorBeTcTBYeT TpeboBanusm HJJ

Conclusion : APPROVED /
Zakmouenue; OJOBPEHO

Hara: 31.08.2021

Hara: 31.08.2021

Prepared by / Checked by / Approved by: Manager/Executive /
Tloprorosneno: Pardeep Kumar | Ilposepeno: Rajeev Gandhi | Ono6peno: Menemxep / Pykosonutess
f Pawan Kumar
‘ *Jr——'__ )
Reprint Date / Print Date / Print Date /

Hara: 31.08.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
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CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IpoaykT: Ketopon™ (keTopoiak) pacTBOp Ul BHYTPHBEHHOTO M BHYTPHMBILIEYHOTO BBE/ICHHA, 30 Mr/ma
Batch No / : V210923 Batch Quantity / : 2,09,090 ampules /
Cepus Ne 06nem cepuu 2,09,090 ammya
Analytical Report No / : 890001543286 Date of Analysis / : 31.08.2021
AHAIATHYECKHI oTyeT No JlaTa aHa/m3a
Date of Manufacture / ¢ July-2021 Date of Expiry / : June-2024
JlaTa mpon3BOACTBA Tonen no
Analysis performed according ND / Ananns 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 /uzm.Ne 2 ot 24.08.2020)
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6 Particulate matter / Mexannyeckue BKJIOYEHHUA

6A Visible particles /
BuayMeie 4acTHLBI

Complies / CooTBEeTCTBYET

Should correspond to requirements /
B cooTBeTCTBHH ¢ TPeOOBaHUAMH

6B Invisible particles /
HeBuauMbIe 4aCTHLIBI:

BDL (Disregard area 1737)

Any unspecified impurity /

i. Particles> 10 pm/ 24 Not more than 6000 per ampoule /
YacTuusl pasMepoM > He 6onee 6000 Ha amiyiy;
10 MxM
ii. Particles >25 um/ 3 Not more than 600 per ampoule /
YacTHLel pasMepoM > He 6onee 600 Ha ammyIy.
25 MKM
7 Related substances / PoacTBennble NpuMecH
Impurity A / ITpumecs A 0.15% Not more than 0.20 % / He 6osnee
0,20 % :
Impurity B / ITpumecs B Not Detected Not more than 0.50 % / He 6oinee
0,50 %
Impurity C / [Tpumecs C Less than LOO (0.033% Not more than 0.50 % / He 6onee
ess than LOQ (0.033%) 0.50 %
Impurity D / IIpumecs D Not more than 0.20 % / He 6oiee

0,20 %

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

EnuHudHas HeMAEHTUPULK- 0.06%

poBaHHas IPUMECD

Total impurities / Cymma 0.26% Not more than 1.50 % / He 6onee
npumecei 1,50 %

Remarks : The Product confirms to ND/
Ipumeuanue: ITpoaykt cooTBeTcTByeT Tpebosanusm HJJ

Conclusion : APPROVED /
Zaxmouenne: OJJOBPEHO

Prepared by /
IMoarorosneHo: Pardeep Kumar

-

Checked by /
[poeepeno: Rajeev Gandhi

Approved by: Manager/Executive /
Ono6peno: Menemkep / Pykosoaurenb

Pawan Kumar g

Reprint Date /
Hara: 31.08.2021

Print Date /
Jlarta: 31.08.2021

Print Date /
Jara: 31.08.2021
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Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
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CERTIFICATE OF ANALYSIS

) CEPTUOUKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoayxr: Keropon® (keToposiak) pacTsop Uis BHYTPHBEHHOTO M BHYTPUMBILIEYHOrO BBECHHS, 30 MI/mut
Batch No / : V210923 Batch Quantity / : 2,09,090 ampules /
Cepusi Ne O6Bem cepun 2,09,090 amnyn
Analytical Report No / : 890001543286 Date of Analysis / : 31.08.2021
AnaanTudeckuii order Ne JlaTa ananusa
Date of Manufacture / : July-2021 Date of Expiry / : June-2024
JlaTa npoH3BOACTBA TI'ogen go
Analysis performed according ND / Ananus nposeaen mo 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 /uzm.Ne 2 ot 24.08.2020)

Page 3 0f4/Crp.3u34

8 Extractable volume / 1.1ml/ 1.1 mn Not less than label claim (1.0 mL) /
HzBnexaeMplii 06beM He Menee HomuHanbHOTro (1,0 M)

9 Bacterial endotoxins / <=0.725EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepHanbHbIe <=0.725ED/Mr tromethamine / He Gonee 5,8 E3/mr
3HAOTOKCHHbBI KETOpoJiaka TpOMETaMUHA

10 Sterility / CTepunbHOCTB Complies / CrepuneH Should be sterile / Crepunen

11 Assay / KonnuecTBeHHoe onpeaeieHne
a) Ketorolac tromethamine / 29.70 mg / 29.70 mMr From 27.0mg to 33.0mg of

Keropornaka TpoMeTaMHH CisH13NO3: C4H 1 1NOs (ketorolac
tromethamine) per 1 mL / Ot 27,0 mr
pi(e) 33,0 Mr C15H13NO3'C4H11NO3
(keToposaka TPOMETaMHH) B 1 MJI

b) Sodium chloride / Hatpus 4.37 mg/mL / 4.37 mMr/mMn Between 4.2 mg/mL and 4.5 mg/mL /

XJIOPUL, Or 4,2 mr/mn o 4,5 Mr/mit .

12 Alcohol content / ITanon 11.51 % Between 10.60 % and 12.60 % /

Ot 10,60 % 1o 12,60 %

Remarks : The Product confirms to ND/
TTpumeyanue: [IpoaykT cooTseTcTBYET Tpeboanusm HJ

Conclusion : APPROVED /
3akmouenne: OOBPEHO

Jara: 31.08.2021

Jara: 31.08.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[MoxrorosneHo: Pardeep Kumar | ITpoeepeno: Rajeev Gandhi | Onobpeno: Menemiep / PykoBouTesis
(3;6” @/' Pawan Kumar 9
. 1 ) Az
Reprint Date / Print Date / Print Date /

Jara: 31.08.2021
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CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular inj ections, 30 mg/ml
IlpogykT: Keropon™ (keToponak) pacTBop i BHYTPUBEHHOIO M BHYTPHMBILIEYHOrO BBCACHHA, 30 mMr/mn
Batch No / : V210923 Batch Quantity / : 2,09,090 ampules /
Cepun Ne O6nLemM cepun 2,09,090 ammyn
Analytical Report No / : 890001543286 Date of Analysis / : 31.08.2021
AHaJINTHYECKHUH oTYeT No Jlara anaausa
Date of Manufacture / : July-2021 Date of Expiry / : June-2024
Jara nponsBojicTBa T'ogen 10
Analysis performed according ND / Ananns nposeaen no HJL: JIT1-001365-231118 (amend Ne 1 from
14.01.2020 /mam.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /uzm.Ne 2 ot 24.08.2020)
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13 Packaging / YnmakoBka 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.

[Io 1 Ma B aMmmynsl U3 TEMHOIO
crexna kiacca I (USP). B Bepxueit | Ilo 1 MiB aMIylnbl H3 TEMHOTO CTEKITA
yacTH aMIyJbl HaHeceHsl Konbuo M | kiacca I (USP). B BepxHel yactu
Toyka i pasnoMa. Ha amimynmy | amIylibl HaHECCHsl KOJBUO M TOYKA

HaKJICHBAIOT STHKETKY. 11 passioma. Ha ammynny HakneuBaioT
ITo 10 ammyn ¢ MHCTPYKUMEH MO | 3THKETKY.

NpUMEHEHHUIO nomewarT | Ilo 10 aMmyn ¢ MHCTPYyKIMed 1O
B [IBX/asitoMUHHEBBIA OIHCTED. NPUMEHEHHIO TMOMELAI0T

ITo 1 GaucTepy B Mauky kaproHuywo. | B IIBX/amomunuesslii GaucTep.

Mo 1 6nucTepy B MAYKy KApTOHHYIO;
I cranmoHapo: mno -2, 3, 5
GIKCTEPOB B TAYKY KAPTOHHYIO.

14 Labelling / MapkupoBka According to ND / B coorBetcTeuu ¢ HJL.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3aluuiueHHOM
XpaHeHue OT CBETA MecTe IpH TeMreparype He Buime 25 °C. He 3aMopaxuBark.
16 Shelf-life / Cpox rogHocTn 3 years / 3 rona.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
TIpumeuanue: IponykT cootBeTcTByeT Tpebosanuam HJL 3axaoyenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

Monrotosnero: Pardeep Kumar | Ipoeepeno: Rajeev Gandhi | OnoGpeHo: Menemxkep / PykoBomuTens

t gn \ Pawan Kumar {

Reprint Date / Print Date / Print Date /
Jara: 31.08.2021 Jara: 31.08.2021 Jara: 31.08.2021
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