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

CEPTUO®UKAT AHAJIM3A www.drreddys.com

Product : / Ketorol” (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIponykr: Keropon® (keroposiak) pacTsop a1 BHYTPUBEHHOTO M BHYTPHMBIIIEUHOTO BBeACHNS, 30 MI/MT
Batch No / . V260427 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /

AHanuTHYecKHuit oTyer Ne : 890001889202 JlaTa ananusa : 20.06.2026
Date of Manufacture / . 05/2026 Date of Expiry / . 04/2028
Jara npon3Bojacraa Iogen o

Mfg. License No. /

Hponssoacrsennas : MB/05/264 Sk : JIT-Ne(008888)-(PT-RU)
aunenzus Ne Homep PY

Analysis performed according to ND / Ananus nposeaen no H/L: JITI-Ne(008888)-(PI'-RU)-170225

Artworks of primary package approved: / MakeTs! nepBuuHOii ynakoBku yreepaaens:: 17.02.2025
Artworks of intermediate package approved: / MakeTbl npoMexyTouHOIl YHAaKOBKH yTBepxaens:: 17.02.2025
Artworks of secondary package approved: / Makersl BTopuunoii ynakoskn yreepaaenst: 09.06.2025

PL approved: / JIB yreepxaen: 17.02.2025

Page1 of 9/ Crp.1mn39

Ne Test / Ilokaszarenn

Results / PesyabTaThl

Specification / Hopma

1 Description / OnucaHue

Clear colorless solution. / ITpo3pauHbiii
GecuBeTHBII pacTBOP.

Clear colorless to slightly yellow color
solution. / [Ilpo3pauHbiit pacTBOp OT
6€CLIBETHOTO [I0 CBETJIO-XKEJTOTO LIBETA.

2 | Identification* / Unentudunkauns*

2a | HPLC*/BO)XX*

The retention time of the main peak in the
chromatogram of test solution corresponds
to the main peak in the chromatogram of
standard solution. / Bpemsi ynepxxusanus
OCHOBHOIO THKa Ha Xpomarorpamme
HCILITYEMOr0  pacTBopa COOTBETCTBYET
BPEMEHH YICPXKUBAHHA OCHOBHOTO THKa
Ha Xpomarorpamme CTaHJapTHOTO
pacTBopa.

The retention time of the main peak in the
chromatogram of test solution should
correspond to the main peak in the
chromatogram of standard solution (Assay

section). / Bpems  ynmepxuBaHuA
OCHOBHOFO MHKa Ha XpoMartorpamme
HCITBITYEMOTO pacTBopa JIOJIKHO

COOTBETCTBOBAThH BPEMEHM YHEPKHBAHHI
OCHOBHOTO IIHKa Ha Xpomarorpamme
CTAHJAPTHOTO pacTBopa (paszzen
«KonuuecTBeHHOE ONPEaCNEHUED).

Remarks : The Product confirms to ND/
Npumeuanue: [Mpoaykt cootercTyeT Tpebopanuam HJL

Conclusion : APPROVED /
3axknwuenue: OJIOGPEHO

Prepared by /
IloaroroeneHo:
Yogesh Chauhgfi

Checked by /
IlposepeHo:

Rama Kant
i

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

Approved by: Quality Assurance/Authorized
person / Opobpeno: ObecneyeHue
kauecTBa/OTBETCTBEHHOE JIULIO:

Shvan) .

Date/ ~°
Jlara: 20.06.2026

Date /

Jara: 20.06.2026

Date /

Jara: 20.06.2026

Date /

Jlata: B\ JJQ.\/O)%WL

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: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ":"

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

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUDPHUKAT AHAJIM3A www.drreddys.com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykT: Keropon® (keToposiak) pactsop /Ui BHYTPHBEHHOI'O U BHYTPUMBILIEYHOTO BBeeHH:A, 30 Mr/m
Batch No / . V260427 Batch Quantity / . 454545 ampules /
Cepus Ne . O6bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /
AHAIHTHYECKHI oT4eT Ne : 890001889202 Jara ananusa : 20.06.2026
Date of Manufacture / . 05/2026 Date of Expiry / . 04/2028

aTa NPOH3BOACTBA Topen 1o
Mfg. License No. /
IpoussoxcTBennas : MB/05/264 LA e ¢ : JITT-Ne(008888)-(PT-RU)
JnieH3usa Ne Homep PY

Analysis performed according to ND / Ananus nposeaen no HJL: JITI-Ne(008888)-(PI'-RU)-170225
Artworks of primary package approved: / Makers! nepBH4HOIi yHakoBKH yrBepxaenst: 17.02.2025
Artworks of intermediate package approved: / MakeTsl npoMeXyTOMHOI yHakoBKH yTeepxkaenst: 17.02.2025

Artworks of secondary package approved: / Makerbl Bropuunoii ynakosks yreepxaenst: (09.06.2025
PL approved: / JIB yrsepxaen: 17.02.2025

Page2of 9/Crp.2u3 9
Ne Test / IlokasaTeab Results / Pe3ybTaTh! Specification / Hopma
2b UV- spectrophotometry* / UV absorption spectra of the test solution | UV absorption spectra of the test solution
D eI and the solution of the standard sample of | and the solution of the standard sample of
Ketorolac Tromethamine in the range from | Ketorolac Tromethamine in the range from
200 to 400 nm have absorption maxima at | 200 to 400 nm should have absorption
322 + 2 nm. / Y®-cnekTpsl nomioweHysa | maxima at 322 + 2 nm. / Y®-cnekTpsl
UCTILITYEMOr0  PacTBOpa W PAacTBOpA | MOITIOLIEHMS HCIBITYeMOTO pacTBOpa |
cTaHmapTHoro  ofpasua  KeTopojlaka | pacTBopa CTaHJapTHOTO obpazua
TpomeramuHa B obnactu ot 200 HM 00 400 | keToponaka TpoMeTramMMHa B 007acTH OT
HM HMEIOT MakCUMyMbl nornomenud npu | 200 eM o 400 HM JOMKHBL HMMETh
32242 um. MaKCHMYMBI TIOTNTOIEHUA IpH 32242 HM.
3 Clarity / Ilpo3pauHocTb The opalescence of the sample does not | The opalescence of the sample should not
exceed opalescence of reference | exceed opalescence of reference
suspension I, / OnanecueHuus npenapaTa | suspension I. / OnanecueHuus npenapara
HE MpPEeBHILIAET ONANECUEHLHIO CYCTIEH3UH | HE JI0JIXKHA NPEBLIIATh OMaNeCUEHIHNIO
cpaBHeHHs 1. cycrneHsuy cpasHeHus 1.
4 Color / IlBeTHOCTD 0.04 Absorbance should be not more than 0.20
Abs at a wavelength of 430 nm. /
ITornowenue 10MmKHO ObITh He Oonee 0,20
IpU JUIMHE BOJIHBI 430 HM.
5 pH 7.2 From 6.9 to 7.9./ Ot 6,9 no 7,9.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Tpoaykr coorsercTByeT Tpedosanuam HJL 3axnouenne: OJIOGPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Toarorosnexo: [IpoBepeto: Iposepeno (AOK): person / OgobpeHo: ObecnieueHue
Yogesh Chauha Rama Kant Ajay Kumar Srivastava kadecTBa/OTBETCTBEHHOE JIULO;
7T TR h
Date / e Date/ Date / Date / (\h by ')/L
Jlara: 20.06.2026 Jara: 20.06.2026 | Jlara: 20.06.2026 Jlara: 2 0° 0

|
g W

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: L85195AP1984P1.CO04507
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:+91 98166 56001-02
CEPTHOUKAT AHAJIU3A www.drreddys.com

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

Ipoaykr: Keropon” (keroposiak) pacTBOp uisi BHYTPMBEHHOTO M BHYTPHMBILIEYHOTO BBEACHMUS, 30 MI/MI
Batch No / . V260427 Batch Quantity / . 454545 ampules /
Cepus Ne . O6bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /

AHanurnyeckuii oryer Ne : 890001889202 JlaTa anajusa : 20.06.2026

Date of Manufacture / . 05/2026 Date of Expiry / . 04/2008
JlaTa npou3BoacTBa logen g0

Mfg. License No. /

Ipoussoncraennas : MB/05/264 e BEE : JIT-Ne(008888)-(PT-RU
Junenzus Ne Homep PY ' o )~ )

Analysis performed according to ND / Ananus nposeaen no HJL: JIIT-Ne(008888)-(PI'-RU)-170225

Artworks of primary package approved: / Makersl nepBHYHOIi yNakoBKH yrBepxaensi: 17.02.2025
Artworks of intermediate package approved: / MakeThb! IpOMeKYTO9HOM YIAKOBKH yTBeps#aenst: 17.02.2025
Artworks of secondary package approved: / MakeTs! Bropuunoii ynakosku yrsepxaensi: 09.06.2025

PL approved: / JIB yreepaen: 17.02.2025

Page3 of 9/Crp.3m39

Ne Test / ITokazaTenan

Results / Pe3ayabTaThl

Specification / Hopma

6 Particulate matter / Mexanuuyeckue BKJIIOYEHHUSA

6a | Visible particles /

BunyMeble yacTHIIBI

Complies / CooTeTcTBYeT

Should be absent. /
JloJIXHbI OTCYTCTBOBATb.

6b | Invisible particles /

HeBupumeie yact

MBI

i. Particles > 10 pm / 07 not more than 6000 per ampoule; /
YacTtui pasmMepom > He 6onee 6000 Ha amITymy;
10 Mxm

ii. particles>25 pm/ 00 not more than 600 per ampoule. /
YacTUI| pasMEPOM > He 6onee 600 Ha ammyny.
25 MKM

7 Impurities / Ilpumecu
Impurity A / ITpumecs A 0.09 % not more than 0.20 % / ue 6osnee 0,20 %;
Impurity B / Ilpumecs B Below LOD (LOD = 0.014 %) / Huxe not more than 0.50 % / ne 6onee 0,50 %;
npenena obHapyxenus (10 = 0.014 %)
Impurity C / ITpumecs C Below LOD (LOD = 0.010 %) / Himxe not more than 0.50 % / xe Gonee 0,50 %;

npenena obHapyxenus (IO = 0.010 %)

Remarks : The Product confirms to ND/
IMpumeuyanwme: [IpoaykT cootsercTByet Tpedosanuam HJI

Conclusion : APPROVED /
3akawuenne: OJJOBPEHO

Prepared by /
[ToproToBneHo:
Yogesh Chayhan

Checked by /
ITposepeHo:

Rama @:L @

Checked by (AQA) /
IMpoeepeno (AOK):
Ajay Kumar Srivastava

i

Approved by: Quality Assurance/Authorized
person / Onobpeno: Obecneyenue
KauecTea/OTBETCTBEHHOE JTHLO:

z )
Date/ ¢ Date/ ' Date / Date / W}c
Hara: 20.06.2026 Jara: 20.06.2026 Hara: 20.06.2026 Jara: \ A \Q'L@
f/ =

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: L85195AP1984PLC0O04507
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

CEPTUDPUKAT AHAJIN3A www.drreddys.com
Product : / Ketorol" (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Mpoaykr: Keropon™ (keroponak) pacTBop ajis BHYTPHBEHHOIO U BHYTPUMBIIIEUHOTO BBeACHNs, 30 MI/Mi
Batch No / . V260427 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6beMm cepiu " 454545 amnyn
Analytical Report No / Date of Analysis /
Ananutuyeckmii oruer Ne : 890001889202 JlaTra ananu3za : 20.06.2026
Date of Manufacture / . 05/2026 Date of Expiry / . 04/2028
aTa NPOH3BOACTBA Togen 10
Mfg. License No. /
Ipoussoncreenuas : MB/05/264 e : JITT-Ne(008888)-(P[-RU
JHneH3us Ne Homep PY 4 H )

Analysis performed according to ND / Auanu3 nposenen mo HJI: JITI-Ne(008888)-(PI'-RU)-170225

Artworks of primary package approved: / MakeTsl nepBHYHOIi YNIaKOBKH yTBepskaenbi: 17.02.2025
Artworks of intermediate package approved: / MakeTbl IpOMeKYTOYHO#H YIAKOBKH yTBepxaenbl: 17.02.2025
Artworks of secondary package approved: / MakeTbl Bropu4HOii ynakoBku yreepxaenni: 09.06.2025

PL approved: / JIB yrBepxuen: 17.02.2025

Page4 of 9/Crp.4mu3 9

Ne Test / Tloka3aTesnb

Results / Pe3yabTaTsl

Specification / Hopma

Impurity D / [Tpumecs D

Below LOD (LOD = 0.014 %) / Hwxke
npenena obHapyxenus (I10 = 0.014 %)

not more than 0.20 % / ue 6onee 0,20 %.

Individual unidentified
impurity / Enunudsas

Below LOQ (LOQ = 0.050 %) / Huxe
npefea KOJINYeCTBEHHOTO ONpeaesIeH st

Not more than 0.20 % / He 6onee 0,20 %.

HeueHTUHULIUPOBAHHAS (ITIKO = 0.050 %)

HpHMECh

Total impurities / Cymma 0.1% Not more than 1.50 % / He 6onee 1,50 %.
npuMecei e

8 Extractable volume®* /
H3BiexaeMblii 00bLemM™

10.3 ml/ 10,3 mn

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

He menee 10,0 mn (06beM, U3MepeHHBIH
Ha OCHOBAaHUM OOBEAUHEHHOTO
conepxxumoro 10 ammyn).

9 Bacterial endotoxins /

<=0.725 EU/mg /

Not more than 5.8 EU/mg of Ketorolac

BakrepHaibHble <=0.725 ED/mr Trometamol. / He 0onee 5,8 ES/mr
IHJAOTOKCHHBI KeTopoJsiaKa TpoMeTaMora.

10 | Sterility**/ NA Must be sterile. / JlomkeH ObITh
CrepniabHOCTB** CTEPWIbHBIM.

Remarks : The Product confirms to ND/

[Mpumeuanne: [poaykr coorsercTBYeT Tpebopanism HJL

Conclusion : APPROVED /
3akmouenne: OJIOGPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IMoaroroeneHo: [TposepeHo: [Mposepeno (AOK): person / Opobpeno: ObecneyeHue
Yogesh Chyﬁ Rama Kant Ajay Kumar Srivastava kayecTBa/OTBETCTBEHHOE JIIIO:
¥ ) A
Date / = Date/ | Date / Date /
Jlata: 20.06.2026 Jlara: 20.06.2026 Jlara: 20.06.2026 Jara: «’OQ?
<«

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s
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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

CEPTUDUKAT AHAJIU3A

www.drreddys.com

Product : / Ketorol™ (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon™ (keToposiak) pacTBop i BHYTPHBEHHOIO M BHYTPHMbILIEYHOTO BBejieH s, 30 Mr/mi
Batch No / . V260427 Batch Quantity / . 454545 ampules /
Cepus Ne i O6bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /

Ananuruyecknii oruer Ne : 890001889202 Jara anajausa : 20.06.2026

Date of Manufacture / . 05/2026 Date of Expiry / . 04/2028
JlaTa npou3BoACTBA I'osen 10

Mfg. License No. /

Tpowssoxctaenmuas : MB/05/264 Ll : JITT-Ne(008888)-(PT-RU)
JuueH3us Ne Homep PY

Analysis performed according to ND / Ananu3 nposeaen no H/I: JITI-Ne(008888)-(PI'-RU)-170225

Artworks of primary package approved: / Makers! nepBu4Hoii ynakosxkn yrsepxaennt: 17.02.2025
Artworks of intermediate package approved: / Makerbl npoMeKyTO4HOI yNakoBKH yrBepxaenn:: 17.02.2025
Artworks of secondary package approved: / MakeTnbl Bropuunoii ynakosku yrsepxaensi: 09.06.2025

PL approved: / JIB yreepaaen: 17.02.2025

Page S5 of 9/ Crp.51u39

Ne Test / Iloka3zarenb

Results / PesynbTaTbl

Specification / Hopma

11 | Assay/ KoanuecrBennoe

onpeaesiecHue

29.85 mg /29,85mr

From 27.0 mg to 33.0 mg of Ketorolac
Trometamol per 1 mL. / Ot 27,0 Mr mo
33,0 Mr keTopoJiaka TpoMeTaMona B 1 M.

12 Ethanol content

/ 3TaHon

12.03 %

From 10.60 % (v/v) to 13.10 % (v/v)./
Ot 10,60 % (06/06) mo 13,10 % (06/06).

Remarks : The Product confirms to ND/
IMpumeuanne: [Tpoaykr coorsercTByet Tpedosanusm HJI

Conclusion : APPROVED /
3axmoyenne: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[ToaroroBneHo: [Tposepeno: [Mpoeepeno (AOK): person / Ogo6peno: Obecneyenue
Yogesh Chat7/ Rama Kant ‘@ Ajay Kumar Srivastava KayecTBa/OTBETCTBEHHOE JIULIO:
A 1l .
Date/ Date/ | Date / Date /
Hara: 20.06.2026 Hara: 20.06.2026 Jara: 20.06.2026 Jara: (\\W‘ (0 E) ,\Q%
KTl

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 €3¢

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
CEPTUD®HUKAT AHAJIU3A www.drreddys.com

Product : / Ketorol™ (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Mpoaykr: Ketopon® (keToposiak) pacTBOP [Jisi BHYTPMBEHHOIO M BHYTPHMBILLEYHOrO BBeAeHNs, 30 Mr/mi
Batch No / . V260427 Batch Quantity / . 454545 ampules /
Cepus No ' O6Bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /

AHanuTHYecKHui oruyet Ne : 890001889202 Jlata ananu3za : 20.06.2026

Date of Manufacture / . 05/2026 Date of Expiry / . 04/2028
JlaTa npousBojacTBa TI'open o

Mfg. License No. /

TponssoncTaensas : MB/05/264 A numiber./ : JTT-Ne(008888)-(PT-RU)
auuenzus Ne Homep PY

Analysis performed according to ND / Ananus nposegen no HJ/L: JITI-Ne(008888)-(PT'-RU)-170225

Artworks of primary package approved: / Makers! nepBHuHOil ynakoskn yrsepaaensi: 17.02.2025
Artworks of intermediate package approved: / MakeTbl npoMexyTOYHON ynakoBKu yreepxaennt: 17.02.2025
Artworks of secondary package approved: / MakeTs! BropHuHOii ynakoskn yreepxaenst: 09.06.2025

PL approved: / JIB yreepxaen: 17.02.2025

Page 6 of 9/ Crp. 6 m3 9
No Test / IlokazaTennb Results / Pe3yabTaThl Specification / Hopma
13 | Package description / 1 mL in class I light-shielding dark amber | 1 mL in class I light-shielding dark amber

Onucanune ynakoBku

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. /

[To 1 M B aMnyJjibl 3 CBETO3ALMTHOIO
CTeK/1a TEMHO-KOPHYHEBOTO 1IBETA Kiacca
I. B BepxHed 4acTH aMilyJibl HaHECEHb!
KOJIBLO U TOMKaA A1 pasioma. Ha ammyny
HaKJICUBAIOT ITHKETKY.

IIo 10 ammyn BmecTé C  JIMCTKOM-
BknanbiieM B [IBX/amoMunKeBBIH
Gaucrep. Ilo 1 6naucrepy B mauky
KapTOHHYIO.

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
Jacilities: 2, 3, 5 blisters in a carton pack.
/

ITo 1 mi B aMIynbl U3 CBETO3ALUMTHOTO
CTEKJIa TEMHO-KOPHYHEBOI0 LIBETA Ki1acca
1. B BepxHed 4acTM amIysibl HaHECEHbI
KOJbLIO U TOUKa Jind paszioma. Ha amnyny
HaKJIEWBAIOT 3THKETKY.

I[lo 10 amnyn BMecTe ¢ JHCTKOM-
BiageimeM B [IBX/amoMunueBblif
O6auctep. Ilo 1 Onucrepy B mauky
KapTOHHYIO; 0/ cmayuoxapos: 1o 2, 3, 5
OJIMCTEPOB B NAYKY KapTOHHYIO.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanne: [lpoaykr cooreTcTBYET TpedoBanuam HJL 3axmoyenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[NoarotosseHo: IIpoBepeHo: I[Iposepeno (AOK): person / Ono6peHo: ObecneyeHue
Yogesh ym Rama Kant Ajay Kumar Srivastava kayecTBa/OTBETCTBEHHOE JIULIO:
| | .
Date/ (7 Date/ \ Date / Date / ﬂw }o
Jtara: 20.06.2026 Jara: 20.06.2026 Jlara: 20.06.2026 Jlara: AR Yo
\'S ) Pk

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: LR5195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s Q':‘.

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

CEPTHOUKAT AHAJIU3A

www.drreddys.com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon™ (keroponak) pacTBop /ulsi BHYTPHBEHHOIO M BHYTPUMBILLIEUHOTO BBEACHHS, 30 Mr/mi
Batch No / . V260427 Batch Quantity / . 454545 ampules /
Cepusi Ne i O6nem cepin " 454545 amnyn
Analytical Report No / Date of Analysis /

AHannTHdYeckuii oruer Ne : 890001889202 Jara ananusa : 20.06.2026

Date of Manufacture / . 05/2026 Date of Expiry / . 04/2028

Jara npousBoacrsa I'osen 1o

Mifg. License No. /

IpousBoACTEEHHAS . MA number: / . TTM-No (P
snensua No : MB/05/264 Homep PY : JITT-Ne(008888)-(PI'-RU)

Analysis performed according to ND / Anann3 nposenen o HJI: JIIT-Ne(008888)-(PT'-RU)-170225

Artworks of primary package approved: / MakeTbl NepBHYHOI YNaKOBKH yTBepxkaensI: 17.02.2025
Artworks of intermediate package approved: / MakeTbl HPOMeXKYTOYHOH YHaKoBKM yTBepxaeHbl: 17.02.2025
Artworks of secondary package approved: / MakeTbl Bropu4Hoii ynakopku yrsep:xjienn: 09.06.2025

PL approved: / JIB yreepxaen: 17.02.2025

Page 7 of 9/ Crp.7Tu3 9

Ne Test / IlokazaTenn Results / PesyabTaThl Specification / Hopma
14 | Labeling / MapkupoBka Complies / CooTBeTcTBYET In accordance with section 1.3.2 of
module 1 of the registration dossier. / B
COOTBETCTBUM ¢ paszaenom 1.3.2 monmyns 1
PErUCTPALIMOHHOTO A0CheE.
15 | Storage conditions / In a place protected from light at a temperature below 25 ° C,
YcsoBus XxpaHeHust Do not freeze. / B 3amiuieHHOM OT CBETa MeCTe MpU TemInepaType He Bbitie 25 °C. He
3aMOPAXKHBATH.
16 | Shelf-life (storage period) / 2 years. / 2 ropa.
Cpok roaHocTH (cpok
XpaHeHHs)

* Tests are not performed during the stability investigation. /
cTaOUJILHOCTH.

* UcnpiTauus He NPOBOOAT B XOI€ MCCJIEAOBAHHA

** Release quality control of the perfomance is carried out for every 15th batch. / ** [Ipu BbiIycKe npenaparta KOHTPOb

KauyecTBa Mo N0Ka3aTeJo MPOBOANTCS I Kaxkaoit 15-oit cepuu.

API name / HanmenoBanue A®C:

Ketorolac Trometamol / Ketoponaka TpomMeTaMon

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Howmep cepun npousBogutens A®C:

2KTMO0130226

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumedanue: ITponykT cooreTcTBYET TpeboBanuam HJI 3akJiouenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Tonrorosneno: TIposepeHo: [Mposepeno (AOK): person / Onobpeno: Obecneyenue
Yogesh Chaul;% | Rama Ka ‘J Ajay Kum}r\ Srivastava kauecTBa/OTBETCTBEHHOE JIULIO:
/ —

/ @ /L A
Date / Date/ Date / Date / W
Hara: 20.06.2026 Jara: 20.06.2026 JHara: 20.06.2026 Mara: [ k A(OJO..(M—,

TRA T TR

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: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s Q‘:‘

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

CEPTH®HUKAT AHAJIM3A

www.drreddys.com

Product : / Ketorol™ (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon™ (keToponak) pacTBop Juisi BHYTPHBEHHOIO ¥ BHYTPHMBILIEYHOrO BBeAeHHs, 30 Mr/mi
Batch No / . V260427 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /

AnanuTnyeckui orger Ne : 890001889202 Jlara anajusa : 20.06.2026

Date of Manufacture / . 05/2026 Date of Expiry / . 04/2028
Jata npousBojicTBa T'ogen no

Mfg. License No. /

Hpoussoxcteennan : MB/05/264 o : JIT1-No(008888)-(PT-RU)
nuunensus Ne Homep PY

PL approved: / JIB yreepxaen: 17.02.2025

Analysis performed according to ND / Anann3s nposeaen no HJI: JITI-Ne(008888)-(PI'-RU)-170225

Artworks of primary package approved: / Makers! nepBiuH0ii YHaKOBKH yTBepxaensi: 17.02.2025
Artworks of intermediate package approved: / Makerbl IpoMexKyTOYHOI ynakoBkH yreepxaennt: 17.02.2025
Artworks of secondary package approved: / Makers! Bropuunoii ynakopku yreepaaensi: 09.06.2025
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FP Manufacturer API Batch number /

Ipoussoautens ADC, anpec u crpana:

Homep cepuu cyGcTaHIHM NIPOH3BOJUTESIS FETA00133
IJid:
API Manufactured by, address & country / Symed Labs Limited,

Unit-II, Plot No. 25/B, Phase-III, .D.A., Jeedimetla (V), Quthbullapur (M),
Medchal-Malkajgiri District- 500 055, Telangana State, India /
Caiimen JIaGc Jlumuren, [TponsBoacreenHoe nonpaszaenenue 11, Yuacrok Ne
25/B, ®aza III, U.JI.A., xeenumerna (Bwitanx), Kyroymnanyp (Mannan),
Menuan - Mankamxrupu (Juctpuxr) - 500 055, Tenaurana, UHaus

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

Haunmenosanie, agpec, JTHUEH3HST 115
[Mpounseoacreennas naowanxa / Inomanka
KOHTpOJsi kayectBa / [liomanka Bbinycka

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol, Nalagarh
Road, Baddi, Distt. Solan, H.P. 173205, India (license No MNB/05/263) /
J-p Pennu’c JTabopatopuc JItn., Unaus, [ponsBocTBeHHOE NMOApa3aesieH1e-6,
Bwn. Kxone, Hanarapx Poyn, bagnu, {uctpuxt Conas, X.I1., 173205, Unnus

(muuensus Ne MB/05/263)

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 (No. GMP/EAEU/RU/02329-2025 dt.

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeyanne: [Ipoaykr coorercTyer Tpebopanuam HJL 3akatouenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IToaroToBneHo: ITpoBepeHo: ITposepeno (AOK): person / OnobpeHo: ObecneueHne
Yogesh Chauh; 7 Rama Kant Ajay Kumar Srivastava kayecTBa/OTBETCTBEHHOE JIULIO:
/// ) sl \"/ A
Date/ ~ 7 Date / \ Date / Date / (O
Jlara: 20.06.2026 Jlara: 20.06.2026 Jlata: 20.06.2026 Jlara: m X 0%, U,
W P

500034, Telangana, India
il@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 €3¢

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

Product : / Ketorol” (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Keropon™ (keToponak) pacTBop juist BHYTPHBEHHOIO U BHYTPHMBILIEYHOTO BBEACHHS, 30 Mr/Mi
Batch No / . V260427 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /
AHaInTHYECKHI oTueT Ne : 890001889202 JlaTa ananmsa 1 20.06.2026
Date of Manufacture / . 05/2026 Date of Expiry/ . 04/2028

aTa NPOU3BOACTBRA T'onen 1o
Mfg. License No. /
TponseoncTaennas : MB/05/264 et : JITI-Ne(008888)-(PT-RU)
JuueH3ust Ne Howmep PY

Analysis performed according to ND / Ananu3s nposeaen no HJL: JITI-Ne(008888)-(PI'-RU)-170225

Artworks of primary package approved: / Makern! nepBuunoii ynakosku yreepaaenst: 17.02.2025
Artworks of intermediate package approved: / MakeTbl npoMeRyTOUHOI ynakoBku yreepxaenst: 17.02.2025
Artworks of secondary package approved: / MakeTs! BTOpH4HOIl ynakoBkn yrBepaxaenst: 09.06.2025

PL approved: / JIB yrBepaen: 17.02.2025
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September 19, 2025) 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». /

akaouenne o coorsercrBumn: «Hacrosiuum s MOATBEPIKAAIO, YTO MpUBE[EHHas Bbilie HH(pOpMaUMs ABIsETCS
JOCTOBEPHOI U TOYHON. DTa cepus NPOAYKLMH NPOH3BeAeHa (BKIIOYAs YIaKOBKY (MApKHPOBKY) H KOHTPOJIb Ka4yecTsa)
Ha BbillEyKa3aHHOM MPOM3BOJICTBEHHOM Muolajake (Miomaakax) B NojJHOM COOTBETCTBHM ¢ TpeGoBanusMu [Tpasun
Haanexaliei Npon3BoJICTBEHHOM npakTuky EBpasuiickoro skonomuueckoro cotoza (Ne GMP/EAEU/RU/02329-2025
ot 19 centabps 2025 r.) u TpeGOBaHUAMH KOHTPOMS KauyecTBa JICKAPCTBEHHBIX CPEJICTB, @ TAKIKE B COOTBETCTBHH €O
crieuu(PUKALMAME, COAEPHKAIUMMUCA B PErHCTPALIMOHHOM JI0CHE CTpaHbI-MMIOpPTEpa. 3anucH Mo NPOU3BOJACTBY,
yIakoBKe M aHaNu3y MPOBEPEeHbl, M YCTAHOBIEGHO MX cooTBeTcTBMe TpeboBanmaM [IpaBun HaanexateH
MPOM3BOICTBEHHON NMpakTHKKU EBpasuicKoro S5KOHOMHUYECKOro CO03an.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanne: [TpoaykT cootBeTcTBYET TpedboBanuam HJI 3akamwyenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[ToarorosneHo: [posepeHo: [Tposepeno (AOK): person / Onodpeno: Obecneuenue
Yogesh Chauha -| Rama Kant Ajay Kumar{S\r\ivastava KauecTBa/OTBETCTBEHHOE JIHLIO:
«f

= W o N
Date / L Date/ | Date / Date / u W 2)
Jara: 20.06.2026 Hara: 20.06.2026 Jara: 20.06.2026 Jlara: ,-,fr(D 2 , (MQ

SR S P V4

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






