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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
iy dreraddue cam

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon™ (keToponak) pacTBop [JIsi BHyTPUBEHHOIO W BHYTPUMBIILIEYHOrO BBEAEHNS, 30 MI/mi
Batch No / : V211018 Batch Quantity / : 2,09,090 ampules /
Cepnsa Ne O06BeM cepun 2,09,090 ammyn
Analytical Report No / : 890001547053 Date of Analysis / : 21.09.2021
AHauTHYecKHi oTueT Ne JdaTta anannsa

Date of Manufacture / : Sep-2021 Date of Expiry / : Aug-2024
Jarta npousBoacTBa I'onen go
Analysis performed according ND / Ananuz npoBeaen mo HJI: JI[1-001365-231118 (amend Ne 1 from
14.01.2020 /u3sm.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /usm.Ne 2 ot 24.08.2020)

Page1 of4/Crp.1u34

1;.:) Test / IToxa3aTenb Results / Pe3ysbTaTnl Specification / Hopma
1 Description / Onucanue Clear colorless solution. / | Clear, colorless to pale yellow
[po3pauHbli, 6eClBETHBIH PacTBOP. solution. / IIpo3payHslii, HecuBeTHbIH
WITH CBETJIO-KENTHIH pacTBOP.
2 Identification / The retention times of the main | The retention times of the main peaks
IMoaMHHOCTB peaks in the chromatogram of test | in the chromatogram of test solution
solution correspond to those in the | should correspond to those in the
chromatogram of ketorolac | chromatogram of ketorolac
tromethamine and naproxen | tromethamine and naproxen reference
reference standards solution (Assay | standards solution (Assay section) /
section) / BpeMeHa ynepxupaHusi | BpeMeHa yHOepXUBaHHA OCHOBHBIX
OCHOBHBIX MHKOB Ha | OHUKOB Ha XpoMaTorpamme
XpoMaTorpamme UCIIBITYEMOTO | WUCMBITYEMOIO  DPAacTBOpa  JIOJDKHEI
pacTBOpa COOTBETCTBYIOT BpEMEHAM | COOTBETCTBOBATH BpeMeHam
yAEpXXUBaHUSA OCHOBHBIX [MHUKOB Ha | YIEP)XUBaHUS OCHOBHBIX IIMKOB Ha
XpoMaTorpamme pacTBopa | Xpomarorpamme pactBopa
CTaHIapTHBIX 00pa3loB KeTOpoNaka | CTaHOapTHbIX 00pa3LioB KeTopolaka
TpoMeTaMHHa 1 HallpokceHa (pa3fgen | TpOMETaMWHa U HarpokceHa (paszzen
«KomuecTBEHHOE OTIpeieNieHHe») «KOJIMYeCTBEHHOE ONPEAENCHUE))

3 Clarity / Ilpo3pauHocTh Complies / COOTBETCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHnus
npenapara He JOJDKHA HpeBbIIIaTh
OMNaJeCLeHLMI0 STANO0HA CpaBHEHUS 1.

4 Color / IIBeTHOCTH 0.044 Abs Not more than 0.20 at 430 nm /

He 6onee 0,20 npu 1yinHE BOJIHBI
430 um
5 pH 7.33 Between 6.9 and 7.9/6,9 - 7,9

Remarks : The Product confirms to ND/
[Tpumeuanmue: [Ipoaykr cooTBeTcTBYET TpeboBarusam HJJ

Conclusion : APPROVED /
3akaruenne: OJOBPEHO

Hara: 21.09.2021

Hara: 21.09.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[Nonrorosnenp: Ramakant [Tposepeno: Himesh Kumar | Ono6peno: Menemxep / PykoBonurens
gl i M’ Manoj Kumar :
1 . { (428
Reprint Date / Print Date / Print Date /

Hara: 21.09.2021

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

IIpoaykr: Ketopon" (keToposiak) pactBop Allst BHYTPUBEHHOIO W BHYTPMMBIILEYHOrO BBeAeHUS, 30 Mr/mn
Batch No / : V211018 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O6nem cepun 2,09,090 amnyn
Analytical Report No / : 890001547053 Date of Analysis / : 21.09.2021
Ananurudyecknii oryer No Jlara anajanza

Date of Manufacture / : Sep-2021 Date of Expiry / : Aug-2024

Jarta npou3BoacTBa Tomen go

Analysis performed according ND / Auanus nposeaen mo HJI: JITT-001365-231118 (amend Ne 1 from
14.01.2020 /usm.Ne 1 or 14.01.2020, amend Ne 2 from 24.08.2020 /u3m.Ne 2 ot 24.08.2020)
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6 Particulate matter / Mexanudeckne BKJIIOUEHHsI

6A Visible particles /
BaauMeie 4acTHLIB]

Complies / CooTBETCTBYET

Should correspond to requirements /
B cooTBeTcTBUU € TpeOOBAaHUSAME

6B Invisible particles /
HeBumyimMbie YacTHIIBL:

BDL (Disregard area 1780)

Any unspecified impurity /

i. Particles> 10 pm/ 76 Not more than 6000 per ampoule /
YacTULb! pazMepoM = He 6onee 6000 Ha ammyny;
10 Mxm
ii. Particles> 25 pm/ 1 Not more than 600 per ampoule /
YacTHLpl pazmMepom > He 6onee 600 Ha ammmyy.
25 MKM
7 Related substances / PoacTBeHHbIE IPUMeECH
Impurity A / [Tpumecs A 0.15% Not more than 0.20 % / He 6osee
0,20 %
Impurity B / [Ipumecs B Not Detected Not more than 0.50 % / He 6onee
0,50 %
Impurity C / ITpumecs C Less than LOQ (0.033%) Not more than 0.50 % / He 6onee
' 0,50 %
Impurity D / [Ipumecs D Not more than 0.20 % / He 6onee

0,20 %

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

Ipumeyanue: [IpogykTt cooTBeTcTBYET TpeboBanusm HJI

EnvHy4Has HeuaeHTAGUIH- 0.08%
pOBaHHas [IPUMECH
Total impurities / CymMmma 0.34% Not more than 1.50 % / He 6onee
npumecei 1,50 %
Remarks : The Product confirms to ND/ Conclusion : APPROVED /

3akaouenne: OJOBPEHO

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

[MToarorosneHo; amaﬁt ITporepeno: Himesh Kumar | Omobpeno: Menemxep / Pyxoeoaurens
LV - \‘; 5 Manoj Kumar ) M{

Reprint Date / Print Date / Print Date / -

Hara: 21.09.2021 Jara: 21.09.2021 Jara: 21.09.2021

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
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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 : 491 98166 56001-02
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular"Yfﬁ%’c‘f.‘f(Sﬁggﬁ)cﬂ{E/nﬂ
IIpoaykr: Ketopon" (keTopostak) pacTBOp A1 BHYTPUBEHHOTO ¥ BHYTPHMBILIEYHOrO BBEACHNS, 30 Mr/mn
Batch No / : V211018 Batch Quantity / : 2,09,090 ampules /
Cepusa Ne O06nem cepun 2,09,090 amnyn
Analytical Report No / : 890001547053 Date of Analysis / : 21.09.2021
AHAJHTHYECKHH oTUeT No JlaTa aHaJm3a
Date of Manufacture / : Sep-2021 Date of Expiry / : Aug-2024
Jara npon3BoacTBa Tonen 10
Analysis performed according ND / Anaans nposegen mo HJ[: JI[1-001365-231118 (amend Ne 1 from
14.01.2020 /m3m.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /u3m.Ne 2 ot 24.08.2020)

Page3 of4/Crp. 3 n3 4

8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /
Hzenexaemblii 00beM He menee HomuHaIbHOTO (1,0 M)

9 Bacterial endotoxins / <=0.725EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepnajibhble <=0.725E3/mr tromethamine / He Oonee 5,8 ED/mr
IHAOTOKCHHBI KETOpoNiaka TpOMeTaMKHa

10 Sterility / CTepuiabHOCTB Complies / Crepunex Should be sterile / Crepunen

11 Assay / KonnyecTBeHHoOe onpeaejieHne
a) Ketorolac tromethamine / 30.26 mg/ 30.26 Mr From 27.0mg to 33.0mg of

Keroponaxa TpomeTaMuH CisH3NO3- C4H 1 NO; (ketorolac
tromethamine) per 1 mL / Ot 27,0 Mr
pile] 33,0 Mr C15H13NO3'C4H11NO3
(xeTopoJyiaka TpOMETaMHH) B 1 MJI

b) Sodium chloride / Hatpus 4.40 mg/mL / 4,40 Mr/mn Between 4.2 mg/mL and 4.5 mg/mL /

XJIOpHJL Ot 4,2 Mr/mn g0 4,5 Mr/mn

12 Alcohol content / ITaHon 11.68 % Between 10.60 % and 12.60 %/

Ot 10,60 % nmo 12,60 %

Remarks : The Product confirms to ND/
[pumeuanue: [Iponykt cooTBeTcTBYeT Tpeboranuam HJI

Conclusion : APPROVED /
3akawuyenune: OJJOBPEHO

Prepared by / Checked by /

IloarorossieHo: amakant ITporepeno: Himesh Kumar
\¢ thlfr/

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

Manoj Kumar W)

= t-——»/=s
Reprint Date /

Print Date /
Jara: 21.09.2021

Hara: 21.09.2021

Print Date /
Jara: 21.09.2021

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
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02

Product : / Ketorol (Ketorolac) solution for intravenous and intramusculariec#68dd BHCRTE/ml

ITpoaykr: Keropon" (keToponak) pacTsop A1 BHYTPUBEHHOTO ¥ BHYTPUMbILIEHHOrO BBEAEHHUS, 30 Mr/ma
Batch No / : V211018 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O6bem cepun 2,09,090 amnyn
Analytical Report No / : 890001547053 Date of Analysis / : 21.09.2021
AHaJIUTHYECKHI oTyeT Ne JlaTa anajau3a

Date of Manufacture / : Sep-2021 Date of Expiry / : Aug-2024

Jlata npousBoacTBa T'open no

Analysis performed according ND / Ananus nposegen mo HJI: JITI-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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13 Packaging / YnakoBka

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

Mo 1 Mn B ammynbl U3 TEMHOIO
creiota knacca I (USP). B Bepxueit
JaCTH aMITyJlbl HAHECEHB! KOJIBLO H
Toyka 1nd pasnoma. Ha ammynmy
HaKJIEHBAIOT TUKETKY.

[To 10 amMmyn ¢ MHCTpyKUMe#d no
[IPUMEHEHHIO MOMEIIA0T
B [IBX/amomMunueBsiit 611CTED.

[To 1 6nucTepy B MauKy 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 aMIyJiBl U3 TEMHOTO CTEKJIA
wracca I (USP). B BepxHelt uyacTH
aMITyJbl HaHeCeHbl KOJBLUO M TOYKa
i paznoma. Ha amMnyny HaxjieuBaroT
3THUKETKY.

Ilo 10 ammyn ¢ HHCTpYKLMEH IO
NpPUMEHEHUIO NOMELIAaoT
B [IBX/anoMuHueEBBI OucTep.

ITo 1 6nucrepy B MauKy KapTOHHYIO;
U1 craupoHapoB: mo 2, 3, 5
611cTEpOB B NaYKy KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootBetctuu ¢ HJI.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3amumenHoM
OT CBETa MeCTe IIpH Temneparype He Bbilie 25 °C. He 3aMopaxuBath.

16 Shelf-life / Cpox rognocrn

3 years / 3 rona.

Remarks : The Product confirms to ND/
IMpumeuanue: [Ipoaykt cooTBeTcTBYeT TpebopaHusm HJI

Conclusion : APPROVED /
3aknwuenne: OJIOBPEHO

Prepared by /
IMoaroroeneno; Ramakant

Checked by /
IIporepeno: Himesh Kumar

o Tt

Approved by: Manager/Executive /
Opnobpeno: Menemkep / Pykooaurens
Manoj Kumar

Reprint Date /
Jara: 21.09.2021

Print Date /
Hara: 21.09.2021

k)

Print Date /
Jlata: 21.09.2021
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