Dr.Reddy’s ":'.

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

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

CERTIFICATE OF ANALYSIS  Tel:+9198166 56001-02
CEPTU®UKAT AHAJIM3A ~ www.drreddys.com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keToposiak) pacTBop Uisi BHYTPHBEHHOIO M BHYTPUMbILIEYHOTO BBeIeHH s, 30 Mr/Mu
Batch No / . V260344 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /

AHaauTHYecKuii oTueT No : 890001881085 Jara anannza : 14.05.2026

Date of Manufacture / - 04/2026 Date of Expiry / . 03/2028
JlaTa mpon3BoACTBA I'oxeH go

Mfg. License No. /

Mpouspoxcreennas : MBJ/05/264 Lo MR : JITT-Ne(008888)-(PT-RU)
JuHneH3us Ne Homep PY

Analysis performed according ND / Ananus nposeaen mo HJI: JIII-Ne(008888)-(PT'-RU)-170225

Page1of7/Crp.1u37

Ne Test / [Toka3zaTenb Results / PesyabTaThl Specification / Hopma
1 Description / Onucanue Clear colorless solution. / Ilpospaunsiii | Clear colorless to slightly yellow color
OeclLiBEeTHBIH pacTBOp. solution. / Ilpo3pauHslii pacTBOp OT
0€ecLBETHOTO JI0 CBETJIO-)KEJITOrO L[BETA.
2 | Identification* / UnpenTudpuraums*
2a | HPLC*/B3J)XX* The retention time of the main peak in the | The retention time of the main peak in the

chromatogram of test solution corresponds
to the main peak in the chromatogram of
standard solution. / Bpems ynepxuBaHus
OCHOBHOTO TMHMKa Ha XpoMarorpamme
WCIILITYEMOTO  pacTBopa COOTBETCTBYET
BpeMeHU YIEP)KMBAHWS OCHOBHOTO IHKa
Ha XpoMaTorpamme CTaHJaPTHOTO
pacTBopa.

chromatogram of test solution should
correspond to the main peak in the
chromatogram of standard solution (Assay
section). /  Bpems  yaepKuBaHus
OCHOBHOTO MHKa Ha XpOMaTorpaMme
HCIIBITYEMOTO pactBopa JIOJDKHO
COOTBETCTBOBATb BPEMEHH YAEPKHBaHUsI
OCHOBHOIO TMHK4 Ha XpoMaTtorpamme
CTaHQapTHOrO pacTBOpa (pasnen
«KommecTBeHHOE OMpeelIeHUEY ).

Remarks : The Product confirms to ND/
IMpumeuaune: [IponykT cooTBeTcTBYET TpeboBaHusM HJI

(Conclusion : APPROVED /
3axmiouenne: OJOBPEHO

Prepared by /
IloarorosneHo: Pravesh
Rana

[ R

Checked by /
[Tposepeno: Pardeep

Checked by (AQA) /
Kumar Srivastava

//

Approved by: Quality Assurance/Authorized
[Tposepeno (AOK): Ajay||person/ Onobpeno: ObecreueHue
kauecTBa/OTBETCTBEHHOE JNHo:

gniwibr

Date /
Jara: 14.05.2026

Date /

Hara: 14.05.2026

Date /
Jlara: 14.05.2026

Jlara:

Date /

W
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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




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

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

Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS  Tel:+91 98166 56001-02
CEPTUPUKAT AHAJIN3A ~ www.drreddys.com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoayxr: Keropon® (keToposak) pacTBop Juis BHYTPHBEHHOTO H BHYTPHMBIILEUHOTO BBEAEH s, 30 Mr/MI
Batch No / . V260344 Batch Quantity / . 454545 ampules /
Cepus Ne ) O06bem cepuu " 454545 amnyn
Analytical Report No / Date of Analysis /
AHamuTHYecKknil oTuer Ne : 890001881085 Jlata ananusa : 14.05.2026
Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028
JlaTa npou3BoacTBa T'onen o
Mfg. License No. /
TponssoncTBennas : MB/05/264 LA MbEE: / : JIN1-Ne(008888)-(PT"-RU
Junenzus Ne Homep PY ) 3 H )

Analysis performed according ND / Ananns nposeaen mo HJI: JIIT-Ne(008888)-(PI'-RU)-170225

Page2 of 7/ Ctp.2 n37

Ne Test / IToka3zartesn Results / PesynabTaTthi Specification / Hopma

2b | UV- spectrophotometry* /

Y@-cnekmpopomomempus*®

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 have absorption maxima at
322 + 2 nm. / Y®-cnekTpbl NOTJOLIEHHUs
HCTIBLITYeMOTr0  pacTBopa M pacTBopa
cTangaptHoro  ofpasma  KeToponaka
TpoMmeTamuHa B obnactu ot 200 no 400 HM
HUMEIOT MAKCHUMYMBI MNOMIOMEHUS npu
32242 M.

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®-coexrpsl
NOIJIOLIEHHUS HCILITYEMOTO pacTBopa U
pacTBopa CTaHAapTHOTO obpasua
KeToposiaka TpOMEeTaMuHa B 00JacTH OT
200 mo 400 HM [JOJXKHBI  HUMETh
MaKCHMYMBI [OTJIOLEHUS NpU 322+2 HM.

3 Clarity / Ilpo3paynoctsb

The opalescence of the sample does not
exceed  opalescence  of  reference
suspension I. / OnanecueHuus npenapara
He TMpeBbILIaeT ONaJeCLEeHIMIO CYyCIEeH3HN
cpaBHeHus L.

The opalescence of the sample should not
exceed opalescence of reference
suspension I. / OnanecueHuus npenapara
HE [I0JKHA MPEBBIIIATh OTIANCCLIEHLIUIO
CYCIIEH3UH cpaBHeHu 1.

4 Color / lIpeTHOCTD

Absorbance should be not more than 0.20
Abs at a wavelength of 430 nm. /

ecek ITornoiuenue 10JHO OBITH He Gonee 0,20
NpH IIKHE BONHBI 430 HM.
5 pH 7.2 From6.9t07.9./016,9 no 7.9.
6 Particulate matter / MexaHu4ecKHe BKJIIOYEHHs
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanmue: [Ipoxykr cooTBeTcTBYET TpeOoBanusam HJL 3axmiovenue: OJTOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized

IToarorosneHo: Pravesh

Rana j

Kumar

[IposepeHo: Pardeep

-

[Iposepeno (AOK): Ajay,
Kumar Srivastava

person / Ono6peHo: Obecneuenue
kauecTBa/OTBETCTBEHHOE JIMLIO:

SHIVAA)

Date / Date /

Hata: 14.05.2026

Hara: 14.05.2026

i 0o
Date /

Hata: 14.05.2026

Date /
JHara:

o

1
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Dr.Reddy’s “:‘

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

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

CERTIFICATE OF ANALYSIS  Tel:+91 98166 56001-02

www.drreddys.com

CEPTU®UKAT AHAJIN3A
Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Keropon™ (keToposnak) pacTBOp A BHYTPUBEHHOIO U BHYTPHMBIILEYHOTO BBeieHus, 30 Mr/mi
Batch No / . V260344 Batch Quantity / . 454545 ampules /
Cepus Ne i O6beM cepuu " 454545 amnyn
Analytical Report No / Date of Analysis /
AHanuTHYeckHii orger Ne : 890001881085 JlaTta aHasIM32a : 14.05.2026
Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028
JlaTa mpou3BoaACTBa I'ogen no
Mfg. License No. /
poussoacTBennasn : MB/05/264 S : JTTT-Ne(008888)-(PT-RU)
Junensusg Ne Homep PY

Analysis performed according ND / Anaaus nposeaen no HJI: JIIT-Ne(008888)-(PI"-RU)-170225

Page3 of 7/Crp.3 u3 7

Ne Test / Iloka3aTeb

Results / PesynbTaTh!

Specification / Hopma

6a | Visible particles /
Bunumelie yacTHLpbI

Complies / CooTBeTCTBYET

Should be absent. /
JIOJDKHBI OTCYTCTBOBATS.

6b | Invisible particles /

HeBuaumeie 4acTULIBI:

i. Particles> 10 pm/
Yactuu pasmepom >
10 mxm

ii. particles> 25 pm/

YacTHULl pa3MEPOM >
25 MKM

not more than 6000 per ampoule; /
He Gosiee 6000 Ha ammyiy;

not more than 600 per ampoule. /
He 6onee 600 Ha ammyJy.

7 Impurities / [Ipumecu

Impurity A / IlpuMecs A

not more than 0.20 % / e Gosee 0,20 %;

Impurity B / ITpumecs B

Not detected / He o6Hapy»xeHa

not more than 0.50 % / He 6onee 0,50 %;

Impurity C / ITpumecs C Below LOD (LOD = 0.010 %) / Huxe not more than 0.50 % / ue 6onee 0,50 %;
npenena ooHapyxenus (IT1O = 0.010 %)
Impurity D / Ilpumecs D Not detected / He o6Hapysxena not more than 0.20 % / ne 6onee 0,20 %.

Remarks : The Product confirms to ND/
Ipumeuanue: Ilpoaykt cooTBeTcTBYET TpebopaHusam HJ

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by / Checked by /

Rana Kumar

o .

Checked by (AQA) /
[TonrorosneHo: Pravesh |[[[Iposepeno: Pardeep  [|[IposepeHo (AOK): Ajay|[person / Ono6pero: ObecnedeHve
Kumar Srivastava

LAVAMI
S\ 2

Approved by: Quality Assurance/Authorized

KauecTBa/OTBETCTBEHHOE JINIIO:

Date / Date / Date /
Jara: 14.05.2026 Jara: 14.05.2026

Date / \ ' &
Jata: 14.05.2026 Hara: % (9,%'),0 %

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: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS

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
www.drreddys.com

CEPTUO®UKAT AHAJIM3A
Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon®™ (keToponak) pacTBOp JuUlsi BHYTPHBEHHOI'O M BHYTPMMbIILEYHOTO BBEAEHH, 30 Mr/mi
Batch No / . V260344 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6bem cepuu * 454545 amnyn
Analytical Report No / Date of Analysis /
AHaTUTHYECKHH oTYeT Ne : 890001881085 Jarta ananusa : 14.05.2026
Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028
JlaTa npon3BoacTBa TogeH 1o
Mfg. License No. /
T[pou3BOACTBeHHAS . MB/05/264 L. noiriber: : JITI-Ne(008888)-(PI™-RU)
auueH3us Ne Homep PY

Analysis performed according ND / Anaaus nposeaen mo HJI: JITT-Ne(008888)-(PI'-RU)-170225

Page4 of 7/ Crp.4u37

Ne Test / IMoka3arTesb

Results / PesyabTaThl

Specification / Hopma

Individual unidentified
impurity / EnuandHas
HenJeHTUDULHPOBAHHAs
npuMech

Below LOQ (LOQ = 0.050 %) / Huxe
npejena KoM4eCTBEHHOTO OIPe/ICeHHUs
(ITIKO = 0.050 %)

Not more than 0.20 % / He Gonee 0,20 %.

Total impurities / Cymma
npumecein

0.1 %

Not more than 1.50 % / He Gonee 1,50 %.

8 Extractable volume* /
HN3Bnexaemblii 06bemM™

10.3 ml/ 10,3 ma

Not less than 10.0 ml (collectively
measured volume of 10 ampoules). /

He menee 10,0 Mn (06beM, n3MepeHHbIH
Ha OCHOBaHHH 00beAMHEHHOTO
coaepxumoro 10 amnyo).

9 Bacterial endotoxins /

<=0.725 EU/mg

Not more than 5.8 EU/mg of Ketorolac

BakTepuanbHble /<=0.725 E3/mr Trometamol. / He 6onee 5,8 ED/mMr
IHAOTOKCHUHBI KETOpOJlaKka TpOMEeTaMHHa.

10 | Sterility**/ NA Must be sterile. / JlomxeH GbITh
CrepuiabHOCTL** CTEPUIbLHBIM.

11 | Assay/ KonuuecTBenHoe 29.81 mg /29,81 mr From 27.0 mg to 33.0 mg of Ketorolac

onpejeeHue

Trometamol per 1 mL. / Ot 27,0 Mr 1o
33,0 Mr keToposiaka TpoMeTaMosa B 1 M.

Remarks : The Product confirms to NTD/

IMpumeuanue: [Ipoaykt coorBercTBYeT TpeboBanusm HJL

Conclusion : APPROVED /
3aknwyenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
Iloarorosneno: Pravesh |[{[1posepeno: Pardeep [Tposepeno (AOK): Ajay||person / Ono6peno: OGecrieueHue
Rana / Kumar Kumar Srivastava kauecTBa/OTBETCTBEHHOE JIULLO:

/ 4}7)/ SHIVAN /3
Date / Date / Date / Date / @U/“‘ 05,9
Jlara: 14.05.2026 Jlara: 14.05.2026 Jlara: 14.05.2026 Jlara: “Ta Y

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: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS

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

AHaJIMTHYECKHH oT9eT Ne

: 890001881085

JaTta ananusa

CEPTU®UKAT AHAJIM3A  www.drreddys.com
Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIponykr: Keropon® (keToponak) pacTBop /i BHYTPHBEHHOTO H BHYTPHMBILICUHOrO BBeieHHUs, 30 Mr/Mn
Batch No / . V260344 Batch Quantity / . 454545 ampules /
Cepus Ne ) Ob6nem cepun " 454545 ammyn
Analytical Report No / Date of Analysis /

: 14.05.2026

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028
aTa NPOM3BOACTBA T'ogen xo
Mfg. License No. /
Tpoussoxcrsennas : MB/05/264 s I : JIT1-Ne(008888)-(PT-RU)
Jaunensus Ne Homep PY

Analysis performed according ND / Ananns nposenen no HJI: JITT1-Ne(008888)-(PI'-RU)-170225

Page5of 7/ Crp.S5Su3 7

YIAKOBKH

glass ampoules. 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 blister in a carton pack. /

ITo 1 M B aMmyJjibl M3 CBETO3AIUTHOIO
CTeKIa TEeMHO-KOPUYHEBOTO LIBETa Kjlacca
I. B BepxHell yacTu amMmysbl HaHECEHBI
KOJBLO U TOYKa Ui paznoma. Ha ammyny
HaKJIeNBalOT 3THKETKY.

ITo 10 ammyn BMecTe C JIMCTKOM-
BKnaasiiteM B [IBX/amomMHuHHEBBIH
6nucrep. Ilo 1 6nuctepy B Mauky
KapTOHHYIO.

Ne Test / ITokasaTenn Results / PesyabTaThl Specification / Hopma

12 | Ethanol content / Tanon 11.88 % From 10.60 % (v/v) to 13.10 % (v/v). /
Ot 10,60 % (06/06) 1o 13,10 % (06/06).

13 Packaging / Onucanne 1 mL in class I light-shielding dark amber | 1 mL in class I light-shielding 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.
/

[To 1 mn B aMImynbl U3 CBETO3AIUMTHOTO
CTeKJIa TEMHO-KOPHUYHEBOTO L{BETa Kllacca
I. B BepxHe#l yacTH aMmmyJbl HaHCCEHBI
KOJIBIIO ¥ TOYKa JUIsi paziioMa. Ha amnyny
HaKJIEUBAIOT 3TUKETKY.

[To 10 ammyn BMecTe ¢ JIHCTKOM-
BKJagpiiem B [IBX/anroMUHUEBBIH
6mucrep. [lo 1 6muctepy B mnauky
KapTOHHYIO; 011 cmayuorapog: 1o 2, 3, 5
OnucTepoB B MA4YKY KapTOHHYIO.

Remarks : The Product conﬁrmsgND/

IMpumeuanue: [IpoaykT cooTBeTcTBYeT TpeboBaHusaM HJJ

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by / Checked by /
IMonrotosneno: Pravesh ||[Tposepeno: Pardeep
Rana Kumar

=

Checked by (AQA) /
[Mposepeno (AOK): Ajay
Kumar Srivastava

£y
/

Approved by: Quality Assurance/Authorized
person / Ono6peno: ObecneyeHue
kauecTBa/OTBETCTBEHHOE JINLIO:

_ONVANMI

Date / Date /

Jlata: 14.05.2026

Hara: 14.05.2026

Date /
Jlata: 14.05.2026

Date /
JHara:

N
oS04

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ":‘

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

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

CERTIFICATE OF ANALYSIS  Tel:+9198166 56001-02
CEPTU®UKAT AHAJIU3A ~ www.drreddys.com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keToposak) pacTeop a8 BHYTPMBEHHOTO M BHYTPHUMBIILIEYHOTO BBeAeH!S, 30 MI/MJI
Batch No / . V260344 Batch Quantity / . 454545 ampules /
Cepusi Ne i O0beM cepum " 454545 amnyn
Analytical Report No / Date of Analysis /
AnanuTHyeckuii oTyer Ne : 890001881085 JMata ananusa : 14.05.2026
Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028
JlaTa npon3BoacTBa I'onen xo
Mfg. License No. /
Hpouseoxcraennas : MB/05/264 DAL e bt / : JIT1-No(008888)-(PI-RU
Junenzusa Ne Howmep PY ' a H )

Analysis performed according ND / Ananun3s nposeaen mo HJI: JITI-Ne(008888)-(PI’-RU)-170225

Page 6 of 7/ Ctp. 6 n3 7

* Tests are not performed during the stability investigation. / * MicnibiTanus He NpOBOAAT B XO/1e MCCIIENOBAHUSA

CTaOMNTBHOCTH.

** Release quality control of the perfomance is carried out for every 15th batch. / ** [Tpu Beinycke npenapara
KOHTPOJIb Ka4€CTBa 110 NIOKA3aTEeII0 IPOBOJUTCS Ui KaKAOH 15-01 cepum.

API name / Haumenopanue AD®C:

Ketorolac Trometamol / Ketoponaka Tpometamon

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Homep cepuu npousBoaurens A®C:

2KTMO0661125, 2KTM0130226

FP Manufacturer API Batch number /
Howmep cepnu cyGecTaHUMH NPOH3BOANTEIIS
I'JId:

FETA00132, FETA00133

API Manufactured by & country /
Ilpouseoaurtenn A®C, crpana:

Symed Labs Limited, India /
Caiimen Jlaoc JIumuten, Uuaus

Name, address, authorization No for FP
manufacturing site / Control site / Release
site /

HaumeHoBaHue, agpec, JTHLHEH3UA A5
IlpousBoacTBeHHas naowaaka / Ilnomanka
KOHTpoJs KayecTBa / [lnowagka Beinmycka

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol, Nalagarh
Road, Baddi, Distt. Solan, H.P. 173205, India (license No No MNB/05/263) /
I-p Pennn’c JIabopatopuc JIta., Unaus, IlpousBoncTBeHHOE nojpasaesieHue-6,
Bunn. Kxons, Hanarapx Poyn, bamnn, Quctpukt Conan, X.I1., 173205, Unaus

(muuensust Ne No MNB/05/263

Remarks : The Product confirms to ND/
[Mpumeuanne: [IpogyxT cooTBeTcTBYET TpeboBanusaM HJJ

Conclusion : APPROVED /
3akmwouenue: OJIOBPEHO

Checked by /
[IpoBepeno: Pardeep

Prepared by /
[ToarorosieHo: Pravesh

Checked by (AQA) /
[Ipoeepeno (AOK): Ajay||person / Opobpeno: Obecneyenue

Approved by: Quality Assurance/Authorized

Jara: 14.05.2026 Hara: 14.05.2026

Rana Kumar Kumar Srivastava KauecTsa/OTBETCTBEHHOE JIULIO:
j I - %/ SnvAn
Date / Date / Date /

Date / Q | B : (7/()
Jlara: 14.05.2026 Jlara: pelU e

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: L85195AP1984PLCO04507
www.drreddys.com




@ Dr. Reddy's Laboratories Ltd.
/ ‘.. Formulation Unit-6
Dr’ Reddy s .. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS  Tel:+91 98166 56001-02
CEPTU®HUKAT AHAJIU3A www.drreddys.com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon® (keToposak) pacTBOp Julsi BHYTPUBEHHOIO W BHYTPUMBIILIEYHOrO BBeAEHHs, 30 Mr/mil
Batch No / . V260344 Batch Quantity / : 454545 ampules /
Cepusi Ne ) O0BbeM cepun 454545 amnyn
Analytical Report No / Date of Analysis /

AHaJINTHYEeCKHIT oTyeT Ne : 890001881085 JlaTa ananu3a : 14.05.2026

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028

JaTa npon3BoacTBa T'onen o

Mfg. License No. /

HpouzeoncTeennas : MB/05/264 M et / : JITI-Ne(008888)-(PT-RU)
aunen3us Ne Howmep PY

Analysis performed according ND / Ananus nposeaen mo HJI: JITI-Ne(008888)-(PI"-RU)-170225
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Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labeling and quality control at the above mentioned site(s) in full compliance with the GMP
requirements of the Eurasian Economic Union and requirements to the medicinal quality and with the specifications in the Marketing
Authorization dossier of the importing country. Production, packaging and testing records are verified and their compliance with
Good Manufacturing Practice of the Eurasian Economic Union is established». /

3akJ/il0ueHHe 0 COOTBETCTBUM: ((H&CTOSI[ILP]M A MOATBEPXKAar0, 4YTO NMPUBEACHHAA BBILIC I/IH('I)OpMaI_lI/I}I ABJIACTCA }J,OCTOBepHOﬁ Hu
TOYHOU. DTa cepus MPOAYKLUMH NpoM3BedeHa (BKIOYAs YNAaKoBKy (MapKMpOBKY) M KOHTPOJIb KayecTBa) HA BblLIEYKa3aHHOH
HpOHBBO}lCTBeHHOﬁ rIomanke (rmoma)lxax) B INNOJNHOM COOTBETCTBHH C TpCﬁOBaHI/IﬂMM HpaBI/lJ'I HaaJexxamen HpOHSBOHCTBeHHOﬁ
npakTUki EBpasuiickoro 3KOHOMUYECKOTO COK3a U TpeOOBaHMSIMU KOHTPOJA KauecTBA JIEKApCTBEHHBIX CPEACTB, a TaKKe B
COOTBETCTBUM €O CHEUPUKALUIMHE, CONSPXKALIUMMCSA B PETUCTPALIMOHHOM 110ChE CTPAaHBI-UMIIOPTEPa. 3alUCU MO MPOU3BOJCTBY,
yNakoBKe W aHaNM3y INpPOBEPEHbI, W YCTAHOBIEHO MX COOTBeTCTBHE TpeOoBaHuAM IIpaBun Hagnexaiuell IPOM3BOACTBEHHOM
NpakTUKK EBpa3zuiickoro 3k0HOMHUYECKOTO COIO3ay.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
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Rana / Kumar Kumar Srivastava Ka‘{eCTBa/OTBeTCTB%HED;\?J JIMLO:

J )

Z jS/z’ M S
Date / Date / Date / Date / LW C %
Hara: 14.05.2026 Hara: 14.05.2026 Jlara: 14.05.2026 Hara: A u/o B-Q

S e

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



