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Or. Reddy's Laboratories itd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS ¢! +9198166 56001-02

v drreddys.com

CEPTU®UKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoayxr: Keropon™ (keToponak) pacTBOp Assi BHYTPUBEHHOTO W BHYTPUMBIILIEUHOIO BBeJeHUS, 30 Mr/ma
Batch No / : V250562 Batch Quantity / : 454545 ampules /
Cepusa Ne Ob6bem cepun 454545 amnyn
Analytical Report No / : 890001821875 Date of Analysis / : 24.07.2025
AHalIHTHYECKHI oTUeT No JlaTa aHajn3za
Date of Manufacture / : 06/2025 Date of Expiry / : 05/2027
Jara npounssoacTBa I'open 1o

Analysis performed according ND / Ananm3 nposexen no HJI: JITT-001365-230124

Pagel of 5/Crp.1u35

Results / PesyabTath! Specification / Hopma

No Test / Iloka3zaTensn
Ne
1 Description / Onucanne

Clear colorless

solution. /| Clear colorless to slightly yellow color
ITpo3paunslii 6ecBeTHBIN pacTBOp. solution. / ITpo3pauHblil pacTBOp OT

OECLUBETHOIO 20 CBETIIO-KENTOFO
LBETA.

2 Identification /
I[TopnnHHOCTL

HPLC/B2XX

CooTBeTCTBYET

Complies as prescribed/

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) / Bpemena
YIAEpXKUBAHHA OCHOBHBIX ITMKOB Ha
Xpomarorpamme UCIIBITYEMOTO
pacTBOpa [IOOMKHBI COOTBETCTBOBATh
BpeMEHAM YJIEPXKUBAHHS OCHOBHBIX
[IUKOB Ha XpoMmarorpamme
CTaHAapTHOTO  pacTBopa  (pazzen
«KonuuecTBeHHOE OnpeJeNneHIe»)

UV- spectrophotometry /
Y®-cnekrpodoTomerpust

CooOTBETCTBYET

Complies as prescribed/ 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®-cnexTpsl
MOCJIOIIEHUsS] UCMBITYEMOTO pacTBOpa
W pacTBOpa cTaHZapTHoro obpasua
KeTOopoJlaka TpoMeTaMUHa B 06JacTH
oT 200 go 400 HM HOMXHBI HUMETH
MaKCHMYMBI MOTIOIEHUA npH
32242 HM.

Remarks: The Product confirms to ND/
IIpumeuanne: [IpoaykT cootBeTcTRYeT TpeboBanusM HJJ

Conclusion: APPROVED /
3akawuenue: OJIOBPEHO

Prepared by /
IMoarorosneno: Pravesh Rana

Checked by /
IIpoeepeno: Rama Kant

Bl

Approved by: Manager/Executive /
Opnobpeno: Meunemkep / Pykosonurens

Amit Kumar \
—

—

‘ —

Reprint Date /
Jara: 31.07.2025

Reprint Date /
Jara: 31.07.2025

Reprint Date /
Jara: 31.07.2025

Registered Office: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - SUDUSE, TElangns, Thar
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drraddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Disti. Solan, H.P., 173 205, INDIA
T2l +01 98166 56001-02
worvrdrreddys.com

CEPTHO®HUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Keropon"™ (ketoposiak) pacTBOp /U1 BHYTPUBEHHOTO H BHYTPUMBbILLIEHHOTO BBeAEHHS, 30 Mr/mi1
Batch No / : V250562 Batch Quantity / : 454545 ampules /
Cepna Ne O0bem cepun 454545 amnoyn
Analytical Report No / : 890001821875 Date of Analysis-/- : 24.07.2025
AHaauTH4eckHi oTyeT Ne Jlara aHaan3a
Date of Manufacture / : 06/2025 Date of Expiry / : 05/2027
Jata npou3BoacTBa T'onen no
Analysis performed according ND / Ananus npoeexen no HJI: JII1-001365-230124

Page 2 of 5/ Crp. 2 u3 5

No

No Test / [Toka3aTean

Results / PesynbraThl

Specification / Hopma

3 Clarity / Ilpo3pauHocTh

Complies / CoOOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuus
ppenapara He J0JKHA IPeBbIIIaTh
OMaJIeCUEHLMIO 3TATOHA cpaBHeHus L.

4 Color / IIBeTHoCTH 0.05 Absorbance should be not more than
0.20 at 430 nm. /
ITornouernue NOMKHO OLITH He GoJiee
0,20 npu anuse BosHb 430 HM.

5 pH 7.4 From 6.9 t0 7.9. /01 6,9 no 7,9.

6 Particulate matter / Mexanuuyeckie BKJIKUYEHUS

6A Visible particles /
BunuMble 4acTHIbI

Complies / CootBeTcTBYET

Should correspond to requirements. /
B cooTBeTCTBHH C TpeOOBaHHAMH.

6B Invigible particlern /

HeBugumble 4acTHLIBI:

1. Particles > 10 pm /
YacTtuu pasmepom >
10 mxMm

ii. particles > 25 pm/
YaCTHULL Pa3MEPOM >
25 MxMm

il

37

not more than 6000 per ampoule /
He 6onee 6000 Ha ammymy;

not more than 600 per ampoule /
He 6osee 600 Ha amnyIy.

7 Related substances / PoacTrBeHHbIe npHMecH

Remarks: The Product confirms to ND/
ITpumeuanue: Ilpoaykt cootBeTcTBYeT TpeboBanusm HJL

Conclusion;: APPROVED /
3axiawuenune: OJJOBPEHO

Prepared by /
ITonrorosneno: Pravesh Rana

/

Checked by /
IIpoeepeno: Rama Kant

By

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBogurens
Amit Kumar N

,lj\_ —
1

Reprint Date /
Jara: 31.07.2025

Reprint Date /
Jara: 31.07.2025

Reprint Date /
Hara: 31.07.2025

Registered Office: 8-2-337, Road No. 3, Barnjara Hills, Hyderabad - SO0U34, Telangana, indid
Tel: +31 40 49C0 2900, Fax: +91 40 49C0 2399, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Labcratories Ltd,

Formulation Unit-5

vill. Khol, Nalagarh Road, Baddi,
Disit. Solan, H.P., 173 205, INDIA
Tzl: 491 98166 56001-02

v drreddys.coim

CEPTUOUKAT AHAJIU3A

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

IMpoaykr: Kertopon™ (keToponak) pactsop A/ BHYTPMBEHHOIO H BHYTPUMBILIEYHOTO BBeIeHHs, 30 Mr/mi
Batch No / 1 V250562 Batch Quantity / : 454545 ampules /
Cepus Ne O6bem cepuu 454545 amnyn
Analytical Report No / -3 890001821875 Date of Analysis / : 24.07.2025
AnajgHTHYEeCKHH oTyeT No JlaTa ananusza

Date of Manufacture / : 06/2025 Date of Expiry / : 05/2027
JlaTa HpoH3BOACTBA T'ogen go

Analysis performed according ND / Anaiu3s nposegen no HJL: JII1-001365-230124

Page3 of 5/Crp.3u3 5

i.oo Test / [TokazaTennb Results / PesyabTaTsl Specification / Hopma
Impurity A / IIpumecs A Below LOQ (LOQ = 0.049 %) / not more than 0.20 % / He Oomnee
Huxe npenena KOMMYECTBEHHOTO 0,20 %;
- =0.049 9
Impurity B / Ilpumecs B onpenenexus (TTKO =0.049 %) not more than 0.50 % / He 6Gouee
Below LOD (LOD =0.014 %) / 0,50 %;
Hwuxe npenena obHapyxenus (I10 =
0.014 %)
I ity C/I1 C t than 0.50 % / 0
mpurity pHuMech Below LOD (LOD =0.010 %) / 8050 Ioz)?re an o / He Oonee
Huxe npenena obnapyxenus (ITO ’ ’
=0.010 %)
Impurity D / [Ipumecs D not more than 0.20 % / He Gonee
Below LOD (LOD =0.014 %) / 0,20 %.
Hixe npenena obnapyxenus (I10 =
0.014 %)
Individual unidentificd Mot morc than 0.20 % / Ilc Soncc
impurity / EqunudyHas 0,20 %.
0.10%
HeUIeHTU(HULUPOBAHHASL
NpHUMeECh
Total impurities / Cymma 0.1 % Not more than 1.50 % / He 6Gonee
npumecei 1,50 %.
8 Extractable volume / 10.3 mi/ 10.3 mn Not less than 10.0 ml (collectively
H3eiekaemblii 00bem measured volume of 10 ampoules) /
He menee 10,0 M (06beM,
WU3MEpPEHHBIH Ha OCHOBaHUM
00BbeIMHEHHOTO coaep kUMoro 10
aMI1yJ1)

Remarks: The Product confirms to ND/
ITpumeuanmue: [Iponykr coorBercTByeT TpeboBanusm HJJ

Conclusion: APPROVED /
3akmouenne: OJOBPEHO

Prepared by /
INoaroroeneno: Pravesh Rana

7

Checked by /
IMporepeno: Rama Kant

s

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PykoBoaurens
Amit Kumar IN

Reprint Date /
Jara: 31.07.2025

Reprint Date /
Jara: 31.07.2025

1l

Reprint Date /
JlaTta: 31.07.2025

Registered Office: 5-2-337, Roaa M0, 3, Banjard Hills, Nydelanad - SUduos, Ietaligana, s
Tel: +91 40 4900 2900, Fax: +91 40 49C0 2999, Email: mail@drraddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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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

CEPTUOPHUKAT AHAJINU3A

Tel : +91 98166 56001-02
wawv. drreddys.com

Product : /

Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/m]

IIpoaykr: Keropon" (keToposnak) pacTBop i BHYTPUBEHHOIO U BHYTPHMBbILIEYHOro BBEIeH s, 30 Mr/mi
Batch No / : V250562 Batch Quantity / : 454545 ampules /
Cepusi Ne O6bem cepun 454545 amnyn
Analytical Report No / : 890001821875 - Date of Analysis / : 24.07.2025
AHaJTHTHYECKHIT oTyeT No JlaTa ananun3a

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

JlaTa npon3BoacTBa T'oaen no

Analysis performed according ND / Anasu3 nposenen mo HJI: JII1-001365-230124

Page4 of 5/ Crp. 41435

1;.? Test / Iloka3zaTenn Results / PesyabTaThl Specification / Hopma
9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of
BakTepuanbHblie /<=0.725 EQ/Mr Ketorolac Trometamol. / He Gonee
3HAOTOKCHHBI 5,8 ED/Mr ketoposaka TpOMETaMHKHa.
10 Sterility (every 15th batch) / Sterile / Ctepunex Must be sterile. / JlomkeH O6vITh
CTrepuiibHOCTD (A9 Kama0it CTEPWIbHBIM.
15-oii cepun)
11 Assay / KonnyecTBeHHoe 30.06 mg/30.06 Mmr From 27.0 mg to 33.0 mg of
onpejaejieHHe C19H24N206 (Ketorolac Trometamol)
per 1 mL / Ot 27,0 Mmr go 33,0 Mr
Ci9H24N>04 (xeToponaka
TpoMeTamol) B 1 ML
12 Alcohol content / ITanon 12.16% From 10.60 % (v/v) to 13,10 % (v/v).
/
Ot 10,60 % (06/06) 10 13,10 %
(06/08).
13 Packaging / Ynakoska 1 mL in class I light-shielding dark | 1 mL in class I (USP) 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 /

[To 1 wMn B aMmmoynsl u3
CBETO3alIMTHOTO CTEKNa TEMHO-

kopuyHeporo kiacca I (USP). B
BepXHEN 4YacTH aMIlyJibl HaHECEHBI
KOMBIO W TOYKa I pasnoma. Ha

dark amber glass ampoules.

A cut ring and point are 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 blister in a carton pack; for in-patient
facilities: 2, 3, 5 blisters in a carton

pack/
Ilo 1 wMa B  ammoyinsl U3
CBETO3aLIMTHOTO  CTEKJIa  TEMHO-

kopuuHeBoro 1gera kjnacca I (USP). B
BEepXHEW YAcTH aMnyJibl HAHECCHBI

Remarks: The Product confirms to ND/
IIpumeuanue: [Iponykrt cootBercTByeT TpeboBanusm HJI

Conclusion: APPROVED /
3akmouenune: OJOBPEHO

Prepared by /

Checked by /

Approved by: Manager/Executive /

IToarotosneHo: Pravesthana ITpoeepeno: Rama Kant Onobpeno: Menemxep / PykoBoaurens
& Uﬂf Amit Kumar A
« @»\ -~ =
Reprint Date / Reprint Date / ' Reprint Date /
Jata: 31.07.2025 Jara: 31.07.2025 Jlata: 31.07.2025
Registered Ofiice: 8-2-337, Road No. 3, Banjara Hills, Hyderanad - 300034, TeTangana, TafE

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

CIN: L85195AP1984PLCO04507
www.drreddys.com




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

@
Dr. Reddy’s q... Vill. khol, Nalagarh Road, Baddi,

Disct. Solan, H.P.,, 173 205, INDIA
Tel: +91 98166 56001-02

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A /7w drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
MpoaykT: Keropon™ (ketoponak) pacTBop /s BHYTPUBEHHOI'O M BHYTPHMbILIEYHOTO BBeJeHUs, 30 Mr/mn
Batch No / : V250562 Batch Quantity / : 454545 ampules /
Cepus Ne Oo61em cepun 454545 amnyn
Analytical Report No / : 890001821875 Date of Analysis / : 24.07.2025
AHaIHTHYeCKHH oTUeT Ne Jara anann3za
Date of Manufacture / : 06/2025 Date of Expiry / : 05/2027
JaTta npou3BoacTBa T'ogen go
Analysis performed according ND / Ananus npoeexen mo H: JII1-001365-230124

Page 50of 5/Crp.5u35

1‘]\5{.‘? Test / Iloka3aTennb Results / PesyabTaThl Specification / Hopma
aMIIyJ1y HaKIeuBarOT 3THKETKY. KOJILLIO M TOuka Juld pasnoma. Ha
ITo 10 amnyn ¢ WUHCTpyxkuMe# MO | amnyJly HaklEUBAIOT STHKETKY.
NPUMEHEHHIO nomeutaror | ITo 10 ammyn ¢ MHCTpyKuueid mno
B [IBX/antomMuHueBbIi 6aucTep. npuMeHeHuto B [1BX/anroMuHueBbIH
Mo 1 6nucTepy B nauky xapToHHyt0. | Omucrep. Ilo 1 Onuctepy B mnauky
KapTOHHYIO; O/ CMAayuoHapog: no 2,
3, 5 61MCTEPOB B NAUYKY KAPTOHHYHO.
14 Labelling / Mapkuposka According to ND / B coorserctBuu ¢ HJI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3ammniieHHom
XpaHenue OT CBETa MecTe NpH TemnepaType He Boille 25 °C. He 3aMopaHBaTh.
16 Shelf-life / Cpox rognocru 2 years. / 2 rona.
API name / HanmenoBanue AQC: Ketorolac Trometamol / KeToponaka TpoMeTamon
INN / MHH: Ketorolac / Ketoposak
API manufacturer batch number / 2JKTM0010125
Homep cepun npousBoautensi AOC:
FP Manufacturer API Batch number / FESA00073
Howmep cepuu cydoctanuun npoussoguress LJID;
API Manufactured by & country / Symed Labs Ltd., India /
IlpouszBopurens ADC, cTpaHa: Caiimen Jla6ce JItn., Unaus
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
Ilpumeuanue: [Iponykt cooTreTcTBYeT TpeboBanuam HJI 3akawuenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ioaroroeneno: Pravesh Rana | IIpoBepeHo: Rama Kant Onobpeno: Menemxkep / PykoBonurens
Amit Kumar ‘
/ .fll\ k/.r—-"
Reprint Date / Reprint Date / Reprint Date /
Hara: 31.07.2025 Hara: 31.07.2025 Hara: 31.07.2025
erabad - HU0034, Teélangana, Thald

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyt
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drraddys.com
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