Dr.Reddy’s Q'?'

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIN3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

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

Hpoaykr: Keropon® (keToponak) pacTBop Ans BHYTPUBEHHOTO U BHYTPMMBbILIEYHOrO BBeACHHS, 30 MI/mn
Batch No / : V211026 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O6bem cepun 2,09,090 amnyn
Analytical Report No / : 890001550735 Date of Analysis / : 12.10.2021
AHajgauTudecKui oryer Ne JlaTta ananusza

Date of Manufacture / : Sep-2021 Date of Expiry / 1 Aug-2024

Jara npou3BoiacTBa Topen go

Analysis performed according ND / Ananus nposenen no HJI: JI[1-001365-231118 (amend Ne 1 from
14.01.2020 /uzmM.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /usm.Ne 2 ot 24.08.2020)
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IIpo3paunslii, GecuBETHBI pacTBOP.

i,? Test / [Toka3zaTesb Results / PeaynbTaThl Specification / Hopma
1 Description / Onucanune Clear  colorless solution. / | Clear, colorless to pale yellow

solution. / Tlpo3paynslii, HecuBeTHbIH
WA CBETNO-XKENThIA pacTBOP.

2 Identification /
IMoanuuHOCTEL

chromatogram of
tromethamine and

OCHOBHBIX
XpoMarorpamme

XpoMaTtorpaMmme

«KonuyectBeHHOE onpeneneHHe>>)

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 ynepxuBaHUs
HHKOB Ha

HCTIBITYEMOTO
pacTBopa COOTBETCTBYIOT BpEMEHAM
YIEpP)KUBaHUSA OCHOBHBIX HHKOB Ha
pacTtBopa
CTaHIApTHRIX 00pa3lOB KETOpOJIakKa
TpOMETaMUHA Y HallpOKCeHa (pasaen

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) /
BpeMeHa y@ep)XWBaHHS OCHOBHBIX
TINKOB Ha XpoMaTrorpamme
HCIIBITYEMOrO  pacTBopa  JO/DKHBI
COOTBETCTBOBATH BpeMeHaM
YAEPXUBAHUSI OCHOBHBIX TIHUKOB Ha
XpOMaTorpaMme pacteopa
CTAHAAPTHBIX 00pasloB KeTopoliaka
TpOMeTaMHHa M HanpokceHa (pasmen
«KonuuecTBeHHOE ONpEeAEIEHHEN)

3 Clarity / IIpo3pa4uHocTh

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OmanecueHuus
npernapara He J0JXKHa NPeBbIINaTh
OMaIeCUEHLIHIO STATOHA CpaBHEeHHs L.

4 Color / IzeTHOCTH 0.042 Abs Not more than 0.20 at 430 nm /
He 6onee 0,20 npu aniHe BOJIHEI
430 am

5 pH 7.26 Between 6.9 and 7.9/6,9 - 7.9

Remarks : The Product confirms to ND/
IIpumeyanue: IpoaykT cooTBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3akawuenune: OJOBPEHO

Prepared by /
IToaroroeneno: Pardeep Kumar

——

Checked by /
IMposepeno: Himesh Kumar

-

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

Pawan Kumar )
":KL

Reprint Date /
Jara: 12.10.2021

Print Date /
Jara: 12.10.2021

Print Date /
Jara: 12.10.2021

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

IlpoaykT: Keropon® (ketoponak) pacTteop juiss BHYTPUBEHHOTO M BHYTPUMBILLEUHOTO BBEAEHUS, 30 MI/MIl
Batch No / : V211026 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O0bem cepun 2,09,090 amryn
Analytical Report No / : 890001550735 Date of Analysis / : 12.10.2021
AHaJIMTHYECKHI oTyeT No Harta ananusa

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

Jara npon3BoacTea T'ogen no

Analysis performed according ND / Ananus nposenen mo 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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6 Particulate matter / Mexanuyeckue BKJIIOYEHUS
6A Visible particles / Complies / CooTBeTCTBYET Should correspond to requirements /
Buaumble yacTHilbl B cooTseTcTBUY € TpeGOBaHUAMH
6B Invisible particles /
Hesunumeie yacTHIIBL:
i. Particles> 10 um / 25 Not more than 6000 per ampoule /
YacTuLpl pazMepom > He 6onee 6000 Ha ammyny;
10 Mmkm
ii. Particles > 25 pm / 1 Not more than 600 per ampoule /
YacTuue! pasMepom > He 6onee 600 Ha ammyny.
25 MKM
7 Related substances / PoxcTBeHHBIE MpuMecH
Impurity A / IIpumMecs A 0.15% Not more than 0.20 % / He 6onee
0,20 %
Impurity B / [Ipumecs B BDL (Disregard area 1803) Not more than 0.50 % / He 6onee
0,50 %
Impurity C/ I[Ipumecs C Less than LOQ (0.033%) Not more than 0.50 % / He 6onee
' 0,50 %
Impurity D / [Tpumecs D Not more than 0.20 % / He 6onee
BDL (Disregard area 1803) 0,20 %
Any unspecified impurity / Not more than 0.20 % / He 6onee
EnvnuyHas HeuaeHTUDUIH- 0.08% 0,20 %
pOBaHHAs IPUMECH
Total impurities / Cymma 0.33% Not more than 1.50 % / He 6Gonee
npUMeceit 1,50 %

Remarks : The Product confirms to ND/
ITpumeuanue: IlpoaykT cooTBeTcTBYET TpeGOBaHKHaM HJT

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

Prepared by /
Ioarorosnero: Pardeep Kumar

Checked by /
Ilpoeepeno: Himesh Kumar
— :

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBonutens
Pawan Kumar

Reprint Date /

Hata: 12.10.2021

Print Date /
Hara: 12.10.2021

Print Date /
Jlara: 12.10.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 43900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

IMpoaykr: Kertopon™ (keTopoiak) pacTBop Ans BHYTPUBEHHOIO W BHYTPHMBILUEHHOTO BECCHIA, 30 mr/mn
Batch No / : V211026 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O6beM cepHH 2,09,090 amnyn
Analytical Report No / : 890001550735 Date of Analysis / : 12.10.2021
AdajguTHYecKuii oryer No Jara ananusa

Date of Manufacture / : Sep-2021 Date of Expiry / : Aug-2024
Jlara mpoH3BOACTBA TogeH 10

Analysis performed according ND / Ana/in3 npose/ieH no HJI: JIIT-001365-231118 (amend Ne 1 from
14.01.2020 /vam.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 /
H3eaexaemblii 06 bem

1.0ml/ 1.0 mn

Not less than label claim (1.0 mL) /
He mMenee HoMuHaIbHOTO (1,0 M)

9 Bacterial endotoxins /
BakrepuanabHbie
IHAOTOKCHHBI

<=0.725EU/mg /
<=0.725ED/mr

Not more than 5.8 EU/mg of ketorolac
tromethamine / He 6ornee 5,8 ED/mr
KETOpOJIaKa TPOMETAMHHA

10 Sterility / CTepuJibHOCTB

Complies / CrepwicH

Should be sterile / Crepunen

11 Assay / KosimuecTBeHHOE olipeneyieHue

a) Ketorolac tromethamine /
Ketoposiaka TpOMETaMUH

XJIOPUA

b) Sodium chloride / Hatpus

29.63 mg/29.63 Mr

4.36 mg/mL / 4.36 mr/mn

From 270mg to 33.0mg of
Ci15sH13sNO5-C4H, INOs (ketorolac
tromethamine) per 1 mL / OT 27,0 Mr
page} 33,0 MT C15H13NO3‘C4H11NO3
(xeToponaka TpOMEeTaMMH) B 1 MIL

Between 4.2 mg/mL and 4.5 mg/mL /
Or 4,2 mr/mn o 4,5 Mr/min

12 Alcohol content / ITanon

11.61 %

Between 10.60 % and 12.60 % /
Ot 10,60 % no 12,60 %

Remarks : The Product confirms to ND/
[Mpumeuanue: Ipomyxt coorsercrayer Tpeboannam HJ

Conclusion : APPROVED /
3axaouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Monrotorneno: Pardeep Kumar | ITposepeno: Himesh Kumar | Onobpero: Menemiep / PykoBOOUTEIND
o f — Pawan Kumar
~— : P
Reprint Date / Print Date / Print Date /
Jara: 12.10.2021 Hara: 12.10.2021 HMara: 12.10.2021
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Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Kertopon® (keToposnak) pacTBOp [Jist BHYTPUBEHHOIO U BHYTPUMbILIEHYHOrO BBeACHHS, 30 Mr/mi
Batch No / : V211026 Batch Quantity / : 2,09,090 ampules /
Cepus Ne ' Ob6bem cepuu 2,09,090 amnyn
Analytical Report No / : 890001550735 Date of Analysis / : 12.10.2021
AnannrnyeckHii orgyer Ne JlaTa ananu3a
Date of Manufacture / : Sep-2021 Date of Expiry / : Aug-2024
JlaTa npoHu3BOACTBA T'onen g0
Analysis performed according ND / Anann3 nposenen mo HJI: JIIT1-001365-231118 (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 / 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

Ilo 1 Mn B amMmynsl W3 TEMHOIO
crewna kiacca I (USP). B Bepxueit
YacTH aMITyJIbl HaHEeCeHbl KOJNBLO H
Touka 118 pasnoma. Ha ammyny
HaKJIEUBAIOT ITHKETKY.

ITo 10 ammyn ¢ uHCTpYKLMeH IO
MIPUMEHEHHUIO TIOMEIAIOT
B [IBX/amoMuHueBbIH GHcTep.

ITo 1 6nuctepy B Ma4Ky 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.

[To 1 My B aMmyniel U3 TEMHOTO CTEKJIA
knacca I (USP). B BepxHel YacTu
aMITyJibl HaHeCeHBl KONBLO U TOYKa
Iu1g paznoMa. Ha aMmyny HakJIeMBaroT

3THKETKY.

I[To 10 ammyn ¢ HWHCTpPYKUIMeH ©o

IPUMEHEHHIO
B [IBX/anoMuHuEBBI I OIHUCTED.

[To 1 6nucTepy B MauKy KapTOHHYIO;
Uil cTalMoHapoB: Mo 2, 3,
O6IMCTEpOB B NNAYKY KapTOHHYIO.

IIOMENIAT

5

14 Labelling / Mapkuposka

According to ND / B cootBetrcTRum ¢ HJI.

15 Storage conditions /
XpauHenne

In a place protected from light below 25 °C. Do not freeze. / B 3anuiieHHoM
OT CBE€Ta MecTe NpH Temnepatype He Bbime 25 °C. He 3amopaxuBarts.

16 Sheli-life / Cpok roasocTu

3 years / 3 rona.

Remarks : The Product confirms to ND/
IIpumeuanne; [Ipoaykr cooTreTcTRyeT TpeboBaHusIM HJ[

Conclusion : APPROVED /
3akouenune: OJOBPEHO

Jara: 12.10.2021

Hara: 12.10.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[MoxrorosneHo: Pardeep Kumar | INposepexo: Himesh Kumar | Ono6peno: Menemkep / Pykosoaurens
— Pawan Kumar /)
- < //—("7._ —
Reprint Date / Print Date / Print Date /

Jlarta: 12.10.2021
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Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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