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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distl. Solan, H.P, 173 205, INDIA
tei : +91 95166 56001-02
www.drreddys.com

CEPTUPUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon® (keToposiak) pacTBOp AJisl BHYTPHBEHHOTO H BHYTPHMbILIEHHOTO BBeeHHUs, 30 mMr/mi
Batch No / : V250496 Batch Quantity / : 454545 ampules /
Cepua Ne |O6Bem cepun 454545 amnyn
Analytical Report No / : 890001817135 Date of Analysis/ : 27.06.2025
AHAJHTHYECKHH 0TUeT No JlaTa ananusa
Date of Manufacture / : 06/2025 Date of Expiry / : 05/2027
JlaTta npon3BoacTBa T'onen xo

Analysis performed according ND / Auann3 nposenen mo HJI: JII1-001365-230124

Pagel of S/ Crp. 1m35

1;.? Test / IlokazaTennb Results / PesyabTaTsl
1 Description / Onucanue Clear, slightly yellow color solution. '

/ ITpospaunslit OecLBETHBII

pactBop.

Specification / Hopma

Clear colorless to slightly yellow
color solution. / IIpo3paunbiii
PacTBOp OT OECLIBETHOTO A0 CBETIIO-
XKEeJITOro UBeTa.

2 Identification /
[opaunHoCTL

HPLC/B3XX

Complies as prescribed/

CoO0TBETCTBYET

"The retention times of the main

peaks in the chromatogram of test
solution should correspond to those
in the chromatogram of standard
solution (Assay section) / BpemeHa
YAEPKUBAHUSI OCHOBHBIX IHKOB Ha
XpoMaTorpaMme UCTIBITYEMOTO
pacTBopa NOJKHBL COOTBETCTBOBATh
BpeMeHaM yIepXXHMBaHHA OCHOBHbIX
MHUKOB Ha XpoMarorpamme
CTaHAapTHOro pacTBopa (paszen
«KonuuecTBeHHOE OnpeeNeHHUEN)

UV- spectrophotometry /

Y®-cnextpodoToMeTpus

Complies as prescribed/

CooTBeTCTBYET

UV absorption spectra of the test
solution and the solution of the
standard sample of Ketorolac
Tromethamine in the range from 200
to 400 nm should have absorption
maxima at 322 + 2 nm. / Y®-
CIIEKTPbI HOTNOILEHUS
UCIBITYEMOrO pacTBOpa U pacTBopa
CTaHAApTHOrO 00pa3ua KeToposaka
TpometamuHa B obnactu ot 200 mo
400 HM [OJKHBI UMETh MAKCUMYMBI
NOTJIOUIeHUS MpH 327+2 HM.

Remarks: The Product confirms to ND/
TIpumeuanwue: [Ipoaykr coorBeTcTBYeET Tpeboparusm HJI

Conclusion : APPROVED /
Zaxiaruenue: OJOBPEHO

Prepared by /
IMoarotornexo: Yogesh

Chavhan /)/ /—/
¥

/7

Checked by /
IIposepeno: Ramakant

Approved by: Manager/Executive /
Onobpero: Menemxep / Pykopoautens
Amit Kumar

v/\///

A\

Reprint Date /
Jarta: 27.06.2025

Pt

Reprint Date /
Hata: 27.06.2025

Reprint Date /
JHara: 27.06.2025

Reglstered Offle. 8-2-3237, Ruad Nu. 3, Durjura Hills, ilydcrabad

£00021, Tolangana, India

Tel: +21 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85125AP1984PLC0O04507
www.drreddys.corn




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

yill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, iNDIA

Tel:+91 96156 56001-02

CEPTUOPUKAT AHAJIU3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml ]
Ipoaykr: Ketopon™ (keToponak) pacTBOp [/isi BHyTPHBEHHOrO H BHYTPHMbllIeYHOro BEe/eH s, 30 mr/ma
Batch No / : V250496 Batch Quantity / : 454545 ampules /
Cepusa Ne O0BeM cepiin 454545 amnyn
Analytical Report No / : 890001817135 Date of Analysis/ : 27.06.2025
AHaJIUTHYECKHH oT4eT No JlaTa anajau3a

Date of Manufacture / : 06/2025 Date of Expiry / : 05/2027
JlaTa npoM3BOACTBA I'ogen no

Analysis performed according ND / Auanu3s nposesen no HJL: JITI-001365-230124

Page2 of 5/Crp.2 w35

No
Ne

Test / [Toka3zaTesnb

Results / PesyabTaThl

Specification / Hopma

3 Clarity / IIpo3pauHocTb

Complies / CooTBeTcTBYET

The opalescence of the sample
should not exceed opalescence of
reference suspension I. /
OnanecueHUMA Npenapara He
JOJDKHA TPeBbILIATH ONAIECLEHLHIO
3TanoHa cpapHeHus I

4 Color / IIBeTHOCTDH 0.05 Absorbance should be not more
than 0.20 at 430 nm. /
ITornoienue T10JHKHO ObITh HE
6onee 0,20 npu AIHHE BOJHBI
430 uM.

5 pH 7.3 From 6.9t07.9./016,9 10 7.9.

6 Particulate matter / MexaHn4yeckue BKIKOUYEHHS

6A Visible particles /
Bunumeie 4acTHLBI

Complies / CooTBeTCTBYET

Should correspond to requirements.
/
B coorBeTcTBHM C TPEOOBAHUSIMHY.

6B Invisible particles /

HeBunumble 4acTULIBI:

i. Particles> 10 pm/
Yactuu pasMepom >
10 MM

ii. particles>25 pm/
YaCTHULl pasMePoOM =
25 MKM

34

01

not more than 6000 per ampoule /
He 6oj1ee 6000 Ha amIyy;

not more than 600 per ampoule /
He Gosyiee 600 Ha amnyny.

7 Related substances / PoacTBeHHbBIC MPUMeCH

Remarks: The Product confirms to ND/
Tlpumeuanue: [IponykT cooTBeTcTBYET TpedoBanuam HJJ

Conclusion : APPROVED /
Zaxawouyenne: OJJOBPEHO

Prepared by /
ITogroroeneHo: Yogesh -~

[ 7/

Chauhan , \V/ //

Checked by /
ITporepeHo: Ramakant,

@

Approved by: Manager/Executive /
Ono6peno: Menemxkep / nyosonmenb
Amit Kumar o

N

Reprint Date /
Jata: 27.06.2025

Reprint Date /
Jara: 27.06.2025

Reprint Date /
Hara: 27.06.2025

Reglslered Office. 8-2-337, Rued Mo. 3, Daajora Hilly, | lyderabad
Tel: +21 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85185AP1984PLCO04507
www.drreddys.com

500024, Talangana, Indin



Dr. Reddy's Laboratories Ltd.

Pe ) _
Formulation Unit-6
Dr. Reddy,s ‘.0. Vill. Khol, Nalagarh Road, Baddi,
’ Distt. Solan, H.P,, 173 205, INDIA
CERTIFICATE OF ANALYSIS . 141 95166 56001-02
CEPTUOHKAT AHAJIM3A www.drreddys.com

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

IpoaykT: Ketopon" (keToposak) pacTBop AJisi BHYTPHMBEHHOIO ¥ BHYTPHUMBIIIEYHOTO BBeeHNs, 30 Mr/m
Batch No / : V250496 Batch Quantity / : 454545 ampules /
CepHs Ne O6bem cepHu 454545 amnyn
Analytical Report No / : 890001817135 Date of Analysis / : 27.06.2025
AHauTHYecKHH oTUeT No JlaTa aHaau3a

Date of Manufacture / : 06/2025 Date of Expiry / : 05/2027

JIaTa npoM3BOACTBA Togen a0 '

Analysis performed according ND / Ananus nposenen nmo HJI: JITT-001365-230124

Page3 of 5/Crp.3u3 5

i.g Test / [Toka3zaTennb Results / Pe3yabTaThl Specification / Hopma
Impurity A / IIpumecs A 0.09% not more than 0.20 % / He OGonee
0,20 %;
Impurity B / IIpumecs B Below LOD (LOD =0.014 %) / not more than 0.50 % / He Gonee
Huxe npenena obnapyxenus (10 = 0,50 %;
0.014 %)
Impurity C / Ilpumecs C Below LOD (LOD = 0.010 %) / not more than 0.50 % / He Gomee
Hmxke npenena obnapyxenns (10 = 0.50 %:
0.010%) T
Impurity D / Tlpumecs D Below LOD (LOD = 0.014 %) / not more than 0.20 % / He Goyee
Hwxe npenena obHapyxenus (I10 = 0,20 %.
0.014 %)
Individual unidentified 0.06% Not more than 0.20 % / He ©onee
impurity / Enuaudnas 0,20 %.
HeufieHTH(HULHUPOBaHHAs]
TpUMech
Total impurities / CymMmma 0.2% Not more than 1.50 % / He Gonee
nmpuMecei 1,50 %.
8 Extractable volume / 10.1 ml/ 10.1 mn Not less than 10.0 ml (collectively
H3Bnexaemblii 00bem measured volume of 10 ampoules) /
He menee 10,0 ma (06beM,
H3MepeHHBIN Ha OCHOBAaHHH
o6beAHEHHOTO coxepKuMoro 10
aMITyJn)
Remarks: The Product confirms to ND/ Conclusion : APPROVED /
[Mpumeuannue: [IponykT cooTseTcTBYET TpeboBanusm HJT 3akawuenune: OJOBPEHO
Prepared by / _ Checked by / Approved by: Manager/Executive /
IloaroTtosnieHo: Yogesh [Iporepeno: Ramakant, Ono6peno: Menemxep / P)-'}cotsonmenb
Ch Y /7 ) A4 i .
auhan ,-,/ ; U'U\ Amit Kumar N
( , B
Reprint Date / Reprint Date / Reprint Date /
Jata: 27.06.2025 Hara: 27.06.2025 Hara: 27.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabaa - 5UUU34, Ielangdnd, indld
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.corn
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDIA

CERTIFICATE OF ANALYSIS . ;51 y5156 56001-02
CEPTUO®UKAT AHAJIM3A  ,\yw.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Keropon™ (keToponak) pacTBOp 17151 BHYTPHMBEHHOTO H BHYTPHMbILIEUHOr0 BBeACHNS, 30 Mr/ma
Batch No / : V250496 Batch Quantity / : 454545 ampules /
Cepus Ne O0Bem cepnn 454545 amnyn
Analytical Report No / : 890001817135 Date of Analysis/ : 27.06.2025
AHajuTHYecKMil 0TueT No JlaTa amanu3za
Date of Manufacture / : 06/2025 Date of Expiry / : 05/2027
JlaTa npou3BoJacTBa T'ogen no
Analysis performed according ND / Anaans nposeaen mo HJI: JII1-001365-230124

Paged4 of 5/ Crp. 435

i.:) Test / [loka3zaTeJb Results / Pe3yabTaThl Specification / Hopma
9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of
BakrtepuajibHble /<=0.725 ED/mr Ketorolac Trometamol. / He Gonee
3HAOTOKCHHBI 5,8 ED/mr KeToposaka
TpoMeTaMMHa.

10 Sterility (every 15th batch) /
CTepUIbHOCTD (A1 Kaxa0h
15-o0ii cepun)

Must be sterile. / JlomxeH ObITb
CTEPHIILHBIM.

Sterile / Ctepunex

11 Assay / KoinuecTBeHHOe 29.40 mg / 29.40 mr From 27.0 mg to 33.0 mg of
onpejesieHHe C19H24N20¢ (Ketorolac

Trometamol) per 1 mL / Ot 27,0 mr
10 33,0 Mr Cj9H24N>Og (keToposaka
TpomeTamoJ1) B 1 ML

12 Alcohol content / ITaHoa 11.99 % From 10.60 % (v/v) to 13,10 %
)./
Ot 10,60 % (06/06) 10 13,10 %
(06/06).

13

Packaging / Ynakoska

1 mL in class I light-shielding dark

amber glass ampoules (USP). A cut
ring and point in the upper part of
ampoule. A label is attached to

PVC/aluminum blister.
1 blisters in a carton pack /

1 mL in class I (USP) light-shielding
dark amber glass ampoules.

A cut ring and point are in the upper
part of ampoule. A label is attached

ampoule. to ampoule. 10 ampoules and a
10 ampoules and a patient | patient information leaflet in a
information leaflet in a | PVC/aluminum blister.

1 blister in a carton pack; for in-
patient facilities: 2, 3, 5 blisters in a

Mo 1 wmn B ammynsl w3 | carton pack/
CBETO3ALIMTHOTO cTexia TemHo- | Ilo 1 mMm B aMoyiasl M3
xoprdHeBoro knacca 1 (USP). B | cBerTo3amuTHOrO CTEKIa TEMHO-

Remarks: The Product confirms to ND/
Tlpumeuanue: Ipoaykt cooTeeTcTRYeT Tpebosanusm HJL

Conclusion : APPROVED /
3akmwoyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoproroBneHo: Yogesh, 7 [Iposepeno: Ramakant OnobpeHo: Meunemxep / PYKoBOOUTENH
Chauhan Y &L@ Amit Kumar p o =

£ t} e
Reprint Date / Reprint Date / Reprint Date /
Jara: 27.06.2025 Hara: 27.06.2025 Hara: 27.06.2025

Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad -

500034, Telangana, India

Tel: +81 40 4900 2900, Fax: +91 4G 4900 29598, Email: mail@drreddys.com

CIN: L85185AP1984PLCO04507
www.drreddys.cotn




Dr.Reddy’s Q':’

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Natagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02

CEPTU®UKAT AHAJIM3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Kertopon® (kKeTopornak) pacTsop Juls BHYTPHBEHHOIO M BHYTPHMbILIETHOTO BBeaAeHN s, 30 mr/mn
Batch No / : V250496 Batch Quantity / : 454545 ampules /
Cepus Ne Oobwem cepun 454545 amny.
Analytical Report No / : 890001817135 Date of Analysis / : 27.06.2025
AnaJuTHYecKHi oTueT No Jara apanmnza
Date of Manufacture / : 06/2025 Date of Expiry / : 05/2027
JlaTa npoH3BOACTBA T'open g0
Analysis performed according ND / Ananu3s nposenen mo HJI: JI1-001365-230124

PageS5of 5/Crp. Su3z 5

Results / PesyabTaThl

Specification / Hopma

BEpXHEil 4acTH amnyJjibl HAHECEHbI
KONMBLO W TOuka ans pasnoma. Ha
amITylly HaKJIEHBarOT STUKETKY.

Mo 10 amMmyn ¢ HHCTPYKLMEH MO
NPUMEHEHHUIO [IOMELAoT
B [IBX/anoMuHueBbIH 61CTED.

[To 1 6nucTepy B NayKy KapTOHHYIO.

KopruneBoro nsera knacca I (USP).
B BepxHel yacTH aMITyJibl HAHECEHBI
KONBUO M TOYka Ui pasnoma. Ha
aMmIyJly HaKJIEMBalOT 3THKETKY .

ITo 10 amnyn ¢ HHCTpYKLMEH IO
NPUMEHEHUIO B
IBX/anromuuueBstii  6ucrep. Ilo
1 GikcTepy B Nayky KapTOHHYIO;
onsa cmayuonapos: mo 2, 3, 5
6J1CTEpOB B MaUKy KAPTOHHYIO.

According to ND / B coorsercteuu ¢ H/I.

In a place protected from light below 25 °C. Do not freeze. / B 3aluuuiensom
OT CBETA MECTe NPHU TeMIepaType He Bbille 25 °C. He 3amopaxuBars.

o Test / IlokasaTean

Ne

14 Labelling / Mapkupoeka

15 Storage conditions /
XpaHeHue

16 | Shelf-life/ Cpox TroaHOCTH

2 years. / 2 roja.

API name / Haumenopauue A®C:

Ketorolac Trometamol / KeToponaka TpoMeTaMo

INN / MHH:

Ketorolac / KeToponak

API manufacturer batch number /

Homep cepun npouspoautens APC:

2KTMO0641024

FP Manufacturer API Batch number /
Homep cepun cy6eranuun npouspoaurens IJID:

FERA00706

API Manufactured by & country /
ITpoussoautens ADPC, cTpana:

Symed Labs Ltd., India /
Caiimen JIa6c JIta., Uuaus

Remarks: The Product confirms to ND/
Tlpumedanue: [Tponykr cooTseTcTBYeT TpeboBanusm HJ

Conclusion : APPROVED /
3akawuenne: OJJOBPEHO

Jara: 27.06.2025

Jlata: 27.06.2025

Prepared by / Checked by / Approved by: Manager/Executive /
IToarororneno: Yogesh IMporepeHo: Ramakant Ono6peHo: Menemxep / Pykopomutens
Chauhan ki~ W Amit Kumar -

’.( L/ { / —

| ¥
Reprint Date / Reprint Date / Reprint Date / )

Hara: 27.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 5000324, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: .85195AP1984PLC004507
www.drreddys.com




