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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

CEPTUOUKAT AHAJIN3A Tel : +91 98166 56001-02

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular 1njggt?8ﬁ§°§5”r'ng/ml
| Ipoaykr: Keropon" (ketoposiak) pacTBop juisi BHYTPUBEHHOTO W BHYTPUMBILEUHOTO BBEAEHHUS, 30 MI/MJ)
Batch No / : V211218 Batch Quantity / : 2,09,090 ampules /
Cepust Ne Oo6bem cepun 2,09,090 amnyn
Analytical Report No / : 890001555184 Date of Analysis / : 09.11.2021
AHanuTHYecKHuii oTyer No Jara ananusa

Date of Manufacture / : OCT-2021 Date of Expiry / : SEP-2024
Jara mpomn3BoacTBa T'ogen go
Analysis performed according ND / Auanu3s nposexen no HJI: JII1-001365-231118 (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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INpo3paynslit, GecuBETHBII pacTBOP.

i.oo Test / ITokazaTenn Results / Pe3ynbTaThl Specification / Hopma
1 Description / Onucanne Clear colorless solution. /| Clear, colorless to pale yellow

solution. / [Ipo3pauHsiii, GecLBETHBIMH
WIIH CBETJIO-XKENTHIH pacTBop.

2 Identification /
HMognunHocte

chromatogram of
tromethamine and

OCHOBHBIX
XpoMarorpamme

XpoMaTtorpaMme

«Koau4ecTBeHHOE OTIpeieNIeHHEY)

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 ynmepxuBaHus
MTMKOB Ha

HCIIBITYEMOTO
pacTeOpa COOTBETCTBYIOT BpeMeHaM
YIAEPXKHUBaHUS OCHOBHBIX MHKOB Ha
pacTtBopa
CTaHJAPTHBIX 00pa3LOB KETOpOIaKa
TPOMETaMMHa 1 HanpokceHa (pasaen

The retention times of the main peaks
in the chromatogram of test solution
should cormrespond to those in the
chromatogram of ketorolac
tromethamine and naproxen reference
standards solution (Assay section) /
Bpemena ynepxuBaHUs OCHOBHBIX
TTHKOB Ha XpoMaTorpaMmme
HCIIBITYEMOTO  pacTBopa  JOJDKHBI
COOTBETCTBOBATh BpeMeHaM
yAepKMBaHHUs OCHOBHEIX IHKOB Ha
XpoMarorpamme pacTBopa
CTaHIAapTHBIX O00pa3LOB KEeTOposaka
TpOMeTaMHHa M HampoKceHa (pasmen
«KonuuecTBEHHOE ONpeaeneHue)

3 Clarity / Ilpo3pauHocTh

Complies / CooTBercTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHis
npenapara He JOJDKHA MPEBBIIAThL
ONAECLIEHIIMIO 3TAIOHA CpaBHeHus 1.

[Ipumeuanwue: [IponykT coorsercTByer TpeboBanuam HJT

4 Color / IlgpeTHOCTDH 0.047Abs Not more than 0.20 at 430 nm /
He 6onee 0,20 npu anuse BOJIHBI
430 am
5 pH 7.26 Between 6.9 and 7.9/6,9 - 7,9
Remarks : The Product confirms ta NT)/ Conclusion : APPROVED /

3axmouenne: OJJOBPEHO

JHara: 09.11.2021

Jara: 09.11.2021

Prepared by / Checked by / Approved by: Manager/Executive /
HozLFOTOBneHo énkit [Tporepeno: Ramakant Onobpeno: Menemkep / PykoBoautens
/ /3 ' \Ll} Manoj Kumar :
( @}L/'/
Reprint Date / Print Date / Print Date /

Jara: 09.11.2021

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

CIN: L85195AP1984PLC004507
www.drreddys.com
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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

CEPTUOPUKAT AHAJIU3A Tel : +91 98166 56001-02
wpasagist Aresslsdye meen

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 3()rii1ga’1111
Hpoaykr: Keropon™ (ketoponak) pacTBop a1 BHYTPUBEHHOTO W BHYTPUMBILICUHOrO BBEACHHA, 30 MI/mMn
Batch No / V211218 Batch Quantity / : 2,09,090 ampules /
Cepus Ne Oo0bem cepun 2,09,090 amnyn
Analytical Report No / : 890001555184 Date of Analysis / : 09.11.2021
AnajinTHyecKkuii oTyer Ne JaTta anannza
Date of Manufacture / : OCT-2021 Date of Expiry / : SEP-2024
Harta npounssoacTea I'open go
Analysis performed according ND / Anasaus nposeaen mo HJI: JI[1-001365-231118 (amend Ne 1 from
14.01.2020 /mu3M.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /usm.Ne 2 ot 24.08.2020)
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6 Particulate matter / Mexannueckue BKITIOYEHUsT

Should correspond to requirements /
B cootsercTBUM € TpeGOBaHUAMH

6A Visible particles /
BunuMmble yacTHIb]

Complies / CooTBercTRYET

6B Invisible particles /
HeBupiMble 4acTULIBL:

1. Particles> 10 um/ 39 Not more than 6000 per ampoule /
YacTuusl pazmepom > He 6onee 6000 Ha ammyny;
10 MkM
ii. Particles > 25 um / 3 Not more than 600 per ampoule /
YacTuup! pasmMepom > He 6onee 600 Ha ammyny.
25 MKkM
7 Related substances / PoacTeennbie npumecn
Impurity A / IlpuMecs A 0.15% Not more than 0.20 % / He 6onee
0,20 %
Impurity B / ITpumecs B Not Detected Not more than 0.50 % / He 6Gosee
0,50 %
Impurity C / IIpumecs C Less than LOQ (0.033% Not more than 0.50 % / He 6Gonee
ess than LOQ (0. o) 0.50 %
Impurity D / ITpumecs D Not more than 0.20 % / He 0onee
Less than LOQ (0.047%) 0,20 %
Any unspecified impurity / Not more than 0.20 % / He 6onee
Enunu4Has HEMIEHTUDUIIH- 0.06% 0,20 %
poBaHHas IPUMECh
Total impurities / Cymma 0.26% Not more than 1.50 % / He 6oiee

npumMeceii 1,50 %

Conclusion : APPROVED /
3axmawuenne: OJOBPEHO
Approved by: Manager/Executive /
OnobpeHo: Menemxkep / Pykosoaurens

Manoj Kumar __ w/

Remarks : The Product confirms to ND/

ITpumeuanue: IIpogykT cooTBeTCTBYET TpeboBanusam HJT
Prepared by / Checked by /
Ioarororneno: Ankit

[Tporepeno: Ramgkant
(A it

Print Date /
Hata: 09.11.2021

Print Date /
Jata: 09.11.2021

Reprint Date /
Hara: 09.11.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com
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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

CEPTHOHUKAT AHAJIN3A Tel : +91 98166 56001-02
waaniar Aeradddiie com

Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon® (keroponak) pacreop ans BHYTPHBEHHOIO 1 BHYTPUMBILLIEUHOTrO BBeAeHUs, 30 Mr/mn
Batch No / : V211218 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O6mnem cepun 2,09,090 amnyn
Analytical Report No / : 890001555184 Date of Analysis / : 09.11.2021
AHajguTHYeckuii oTyer Ne Jara anannsza
Date of Manufacture / : OCT-2021 Date of Expiry / : SEP-2024
Jata npousBoacrea Ilogen xo
Analysis performed according ND / Ananus nposenen no HJI: JII1-001365-231118 (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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8 Extractable volume / 1.1ml/ 1.1 mn Not less than label claim (1.0 mL) /
HsBnexaemblii 06bem He menee HomuHabHOTO (1,0 M)

9 Bacterial endotoxins / <=0.725EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepnanbubie <=0.725E3/mMr tromethamine / He Gonee 5,8 ED/mr
HAOTOKCHHBI KeTopoJiaka TpOMeTaMHHa

10 Sterility / CtepnabHocTh Complies / Crepunen Should be sterile / Crepunen
11 Assay / KonnuecTBenHoe onpenenenue
a) Ketorolac tromethamine / 29.61 mg/29.61 mr From 27.0mg to 33.0mg of
Keroponaka TpomeTaMun CisH13NO3- C4H 1 NO; (ketorolac
tromethamine) per 1 mL / Ot 27,0 Mr
a0 33,0 Mmr C15H13NO3‘C4H11NO3
(keTopornaka TpoMeTaMHH) B 1 M
b) Sodium chloride / Hatpus 4.43mg/mL / 4.43 Mr/mn Between 4.2 mg/mL and 4.5 mg/mL /
XJTOPU Ot 4,2 mr/ma a0 4,5 Mr/Mi
12 Alcohol content / ITanon 11.78% Between 10.60 % and 12.60 %/
Ot 10,60 % 1o 12,60 %

Remarks : The Product confirms to ND/

IIpumeuanne: [Tpoaykr cooTBercTByeT Tpeboranusm HJJ

Conclusion : APPROVED /
3akmouenne: OJJOGPEHO

Prepared by /
Ioarorosneno: Ankit

=

Checked by /
ITpoeepeno: Ramakant

Qs>

Approved by: Manager/Executive /
Onobpeno: Menemxep / zomfmeﬂb

A

e

Manoj Kumar (o

Reprint Date /
Jara: 09.11.2021

Print Date /
MHara: 09.11.2021

Print Date /
Hara: 09.11.2021

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

www.drreddys.com
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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

CEPTUOUKAT AHAJIM3A Tel : +91 98166 56001-02
s deraddyc com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IMpoaykr: KeTopoa" (keToposiak) pacTBOp U1t BHYTPUBEHHOTO W BHYTPUMBILLEYHOTO BBEAEHHs, 30 Mr/mn
Batch No / 1 V211218 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O6beM cepun 2,09,090 amnyn
Analytical Report No / : 890001555184 Date of Analysis / : 09.11.2021
AHaJuTHYeCKHH oTyeT Ne Jdarta ananuza
Date of Manufacture / : OCT-2021 Date of Expiry / : SEP-2024
Jarta npousBojacTBa I'onen o

Analysis performed according ND / Ananu3 nposeaen no H: JIIT-001365-231118 (amend Ne 1 from
14.01.2020 /u3M.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 / Ynakopka

1 mL in class I 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.

m

ITo 1 M B aMIyjisl U3 TEMHOIO
ctexna knacca I (USP). B Bepxneii
YacTH aMIyJibl HAaHECEHbI KOJIBLO K
ToYyka A pasnoMa. Ha ammyny
HaKJICHBAIOT ITHKETKY.

ITo 10 amnmyn ¢ MHCTpykKuumeit no
MPUMEHEHUIO MOMEILAI0T
B [IBX/amomMuHueBbIH GNUCTED.

Io 1 6ucTepy B nauky KapTOHHYIO.

1 mL in class I 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.

ITo 1 Mn B aMIynbl U3 TEMHOTO CTEKJIa
knacca 1 (USP). B BepxHeit uactu
aMIyJbl HaHECEHbI KOJbLO M TOYKa
714 paznoMa. Ha ammyny HakJIeuBarOT
STHKETKY.

ITo 10 ammyn ¢ HHCTpyKUMed 1o
TIPUMEHEHHIO MOMELIAIoT
B [IBX/antoMuuuneBblii OnucTep.

I[To 1 6nucTepy B MaUKy KAPTOHHYIO,
Uit cTauuMoHapoB: mo 2, 3, 5
6JHCTEpOB B ITaUKy KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B coorrerctuu ¢ HJI.

15 Storage conditions /
XpaHnenue

In a place protected from light below 25 °C. Do not freeze. / B 3amuineHHOM
OT CBETa MecTe NpH Temueparype He Boile 25 °C. He 3aMopaxuBath.

16 Sheif-life / Cpok roanocru

3 years / 3 roga.

Remarks : The Product confirms to ND/
[Tpnmeuanne: IlpoaykT coorseTeTByeT TpeGoBanuam HJJ

Conclusion : APPROVED /
3akaouenne: OJJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

[Moaroroeneno: Ankit ITposepeno: Ramakant Onobpeno: Menemxep / Pykosomuresb
X W Manoj Kumar P&;Z L

Reprint Date / Print Date / Print Date /

Hara: 09.11.2021

Jata: 09.11.2021

Jara: 09.11.2021

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

CIN: L85195AP1984PLC0O04507
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