Dr.Reddy’s Q?..'

CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.
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

Ilpoayxr: Keropon” (keToposnak) pactop s BHVTPHBEHHOTO W BHYTPUMbILIEYHOrO BBEeHUs, 30 mr/mn
Batch No / : V230360 Batch Quantity / : 272727ampules /
Cepus Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001661564 Date of Analysis / : 06.05.2023
AHaJTuTHYECKHH oTyeT No Jarta anannza

Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2026
Jdara npousBojcraa I'onen xo

Analysis performed according ND / Anains nposexen no HJ/: JIT1-001365-170222

Page 1 of4/Cyp. 1 u3 4

ITpozpauHsiit CBETJIO-XKENThbIH

pacTBop.

if Test / ITokazatens Results / PesynbraThbi Specification / Hopma
1 Description / Onucanne Clear, light yellow solution. / | Clear colorless to pale yellow solution.

/' TIpo3pauHslii 6eCUBETHBIN WM
CBETJIO-XKENITBIH PacTBOD.

2 Identification /
IoanuHHOCTD

The retention times of the main
peaks in the chromatogram of test
solution correspond to those in the
chromatogram of standard solution
of ketorolac tromethamine and
naproxen (Assay section) / BpemeHna
YIAEPKHUBAHUSA OCHOBHBIX IMKOB Ha
XpoMaTorpamme UCTIBITYEMOIO
PacTBOpa COOTBETCTBYIOT BpEMEHAM
YIEPXKHMBAaHHA OCHOBHBIX ITHKOB Ha
XpoMarorpamme CTaHJapTHOTO
pacTBOpa KeTopoJsiaka TPOMETaMHMHA
u HalpoKceHa (pazmen
«KonuyecTBeHHOE OnpesieneHue»)

The retention times of the main peaks
in the chromatogram of test solution
should correspond to those in the
chromatogram of standard solution of
ketorolac tromethamine and naproxen
(Assay section) / Bpemena
YAEPXKHUBAHUSI OCHOBHBIX IHMKOB Ha
XpOMaTOrpaMMe  MCIILITYeMOro
pacTBOpa IOJDKHBEI COOTBETCTBOBATh
BpPEMEHAM YIEP>KUBAHUS OCHOBHbIX
MTHKOB Ha XpoMaTorpamme
CTaHIapTHOTO pacTBOpa KETOpOJaKa
TPOMETaMUHa U HanpokceHa (pasaen
«Kon4ecTBeHHOE ONpeeieHHE»)

3 Clarity / IlpospaunocTs

Complies / CooTseTcTByeT

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuus
IpenapaTa He IOJDKHA IPEBbIIIaTh
ONAJIECUEHIMIO 3TAJIOHA CPaBHEHMUS 1.

4 Color / IIzeTHOCTL 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu aiuue BoJIHBI
430 HM.

5 pH 7.30 From 6.9t07.9./0716,9 no 7.9.

6 Particulate matter / Mexanu4eckue BKIIOUeHHS

Remarks: The Product confirms to ND/
Hpumeuanne: Mpoaykr coutsercisyer tpeGosanusm HJT

Conclusion: APPROVED /
3akmouenne: OJIOBPEHO

Hara: 06.05.2023

Hara: 06.05.2023

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

[Moarotoeneno: Shivani IIposepeHo: P'rav{esh Rana Onobpeno: Menemyep / Pykosouirens
3 ‘2 Amit Kumar H?&r\\\f‘ —

Reprint Date / Reprint Date / Reprint Date/ ' —

Jata : 06.05.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85155AP1984PLC004507
www.drreddys.com
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CEPTUDUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoaykr: Ketopon" (ketoporiak) pacTBOp [Jist BHYTPHBEHHOIO U BHYTPUMBbILIEYHOTO BBEAEHHUS, 30 Mr/mn
Batch No / : V230360 Batch Quantity / : 272727ampules /
Cepus Ne O6nem cepun 272727 amnyn
Analytical Report No / : 890001661564 Date of Analysis / : 06.05.2023
AnaguTH4ecKuii oryer Ne Jlara anau3sa
Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2026
JaTta npousBoacTBa T'ogen no
Analysis performed according ND / Ananus nposeaen mo HJI: JI[1-001365-170222
Page 2 of 4/ Crp. 2 n3 4
i‘? Test / [TokasaTenb Results / PesyabTaThi Specification / Hopma
6A Visible particles / Complies / CooTBeTcTBYeT Should correspond to requirements. /
BuanmMble yacTuip! B cooTBeTcTBHU € TpeGOBAHUAMM.
6B Invisible particles /
Hepuaumble yacTuib:
i. Particles> 10 um/ 13 not more than 6000 per ampoule /
Yactun pazmMepom > He 6onee 6000 Ha ammyny;
10 MkMm
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
YacTHLL Pa3MEPOM > He 6onee 600 Ha aMITyITy.
25 MKM
7 Related substances / PoacTBeHnbie npamecn
Impurity A / Ilpumecs A 0.14% not more than 0.20 % / ue 6Gonee
0,20 %,
M V)
Impurity B / IIpumecs B Not detected / He o6HapyxeHa not more than 0.50 % / He 6Gonee
0,50 %;
Impurity C / ITpumecs C Less than LOQ (LOQ = 0.033 %) / not more than 0.50 % / ue 6onee
Hmwxe mpenena KommuecTBEHHOTO | 0,50 %:
onpenenenys (ITKO = 0.033 %)
Impurity D / TIpumecs D Below Limit of Detection (LOD = not more than 0.20 % / He Gonee
0.014 %) / Huxe npenena 0,20 %.
obHapyxenus (ITO = 0.014 %)
Any unspecified impurity / 0.05% Not more than 0.20 % / He 6omee
Enunuyuzas HewaeHTHULm- 0,20 %.
pOBaHHas NPUMECH
Total impurities / Cymma 0.20 % Not more than 1.50 % / He Gonee
npumecei 1,50 %.
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
ITpumeuanue: Ilpoaykr cooTBeTcTBYET TpeboBaHusM HI[ 3akmwuenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
INoarororneno: Shivani [Iposepeno: Pravesh Rana Ono6peHo: Menegikep / Pykosonurens
¢ - Amit Kumar TN
Reprint Date / Reprint Date / Reprint Date/ | =
Jara: 06.05.2023 Hara: 06.05.2023 Jara : 06.05.2023

Registered Office: 8-2-337, Road Ne. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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www.drreddys.com
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CEPTUD®UKAT AHAJIU3A
Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoaykrt: Ketopon" (keToponak) pacTBop sl BHYTPUBEHHOTO M BHYTPUMbILIECYHOTO BBeAEHHUS, 30 Mr/Mn
Batch No / : V230360 Batch Quantity / : 272727ampules /
Cepust Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001661564 Date of Analysis / : 06.05.2023

AHaJHTHYEeCKUH oT4YeT Ne

Jlara ananusa

Date of Manufacture /
Jara npou3BoacTea

: Apr.2023

T'ozen go

Date of Expiry /

: Mar.2026

Analysis performed according ND / Ananus nposenen no HJI: JITT-001365-170222

Page3 of4/Crp.3u3 4

i:) Test / loka3zaTesnb Results / PesyabTaTh! Specification / Hopma

8 Extractable volume / 1.0ml/ 1.0 ma Not less than label claim (1.0 mL) /
H3BnekaemMblii 06beM He menee HomuHanbHoro (1,0 mi)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
bakrepuanbHble <=0.725 ED/mr tromethamine. / He 6onee 5,8 ED/mr
9HXOTOKCHHBI KeTopoJlaka TPOMETaMUHa.

10 Sterility (every 15th batch) / Must be sterile. / JlomkeH ObIThb
CrepunbHocTb (U1 KaxN0i NA CTEPMIBHBIM.
15-0ii cepumn)

11 Assay / KosmyecTBeHHOe 29.41 mg/29.41 mr From 270mg to 33.0mg of

onpenesieHue Ci5sH;3NO;3;-C4H 1 NO3 (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
no 33,0 Mmr C15H13NO3‘C4H11NO3
(keTopoJsiaka TpOMETaMuH) B 1 ML
12 Alcohol content / ITaHou From 10.60 % to 12.60 %. /
11.27 % Ot 10,60 % mo 12,60 %.

Remarks: The Product confirms to ND/
[Mpumeuanne: [Iponykr coorsercTByeT TpeGoBaHmsam HJT

Conclusion: APPROVED /
3aknmouenne: OJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
INoarotosnexo: Shjygni IIposepeHo: Pr?vesh Rana Onobpeno: Menemyep / PykoBonurens
A ) L% Amit Kumar R
T I -

Reprint Date /
Hara: 06.05.2023

Reprint Date /
Hara: 06.05.2023

Reprint Date /
Hara : 06.05.2023
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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

CEPTHOHKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.
Formulzation 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

IMpoaykr: Kertopon” (keToposniak) pactBop ans BHYTPHBEHHOIO U BHYTPUMBILWIEYHOTO BBEAEHUS, 30 Mr/mi
Batch No / : V230360 Batch Quantity / 1 272727ampules /

Cepust Ne Oobem cepun 272727 amiyn
Analytical Report No / : 890001661564 Date of Analysis / : 06.05.2023
AHaauTHyeckui oTyer Ne Hdata ananusza

Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2026

Jdara nponssoacrsa I'ogen o

Analysis performed according ND / Ananus nposegen no HI: JII1-001365-170222 T

Page4of4/Ctp. 4u3 4

No

Ne Test / Moxa3aTenanb

Results / PesyabraTni

Specification / Hopma

13 Packaging / Ynakoska

1 mL in class I light-shielding 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. /

IIo 1 wMn B amnoymsl u3
CBETO3ALIUTHOTO cTeKna
kopuyHeBoro xiacca I (USP). B
BEPXHEN YaCTH aMMysbl HAHECEHBI
KOJILIIO M TO4YKa Juii pasioMa. Ha
aMI1yJly HAaKJIEUBAIOT STHKETKY.

Ilo 10 ammyn ¢ uHcTpykuMed mo
NIPUMEHEHHUIO NOMELIAI0T
8 [IBX/anmomunueBslit 6nuctep.

ITo 1 6rucTepy B MauKy KapTOHHYIO.

I mL in class I light-shielding amber
or dark 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 wMn B amoyas 3
CBETO3AIIUTHOI'O CTEKJIa KOPUYHEBOTO
WA TEMHO-KOPMYHEBOTO  IIBETA
knacca I (USP). B Bepxued wacrtu
aMITynbl HAaHECEHBI KOJNBLUO M TOHYKA
Iuls pasnoMa. Ha amnyiny HakneuBaroT
3THKETKY.

ITo 10 ammyn ¢ wuHCTpyKIWMeH 1m0
NPUMEHEHHIO [IOMELIAOT
B [IBX/anmomunueBslit 6mucrep.

[To 1 6nucTepy B NayKy KapTOHHYIO;
I cTauMoHapoB: Mo 2, 3, 5
OJIHCTEPOB B MavKy KapTOHHYIO.

14 Labelling / Mapkuposka

According to ND / B cootserctBuu ¢ HJI.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3amuimeHsoM
OT CBETA MECTE NPH TeMnepaType He Bhie 25 °C. He 3aMopaxuBars.

16 Shelf-life / Cpox rognocTu

3 years. / 3 roaa.

Remarks: The Product confirms to ND/
[pumeyanne: [Tpoaykr cooTsercTBYeT Tpebosanmsim HJ

Conclusion: APPROVED /
3akmouenne: OJOGPEHO

Hara: 06.05.2023

Hara: 06.05.2023

Prepared by / Checked by / Approved by: Manager/Executive /
Honroroeneno: Shivani ITpoepeno: P/rﬁesh Rana Onobpeno: Menemsiep / Pykoronurens

T : Amit Kumar %‘,ﬁ,ﬁ:—
Reprint Date / Reprint Date / Reprint Date /

Harta : 06.05.2023
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Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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www.drreddys.com



