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CERTIFICATE OF ANALYSIS
CEPTUD®HUKAT AHAJIM3A

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
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Product : /

Ketorol® (Ketorolac) solution for intravenous and intramuscular inj‘éSt‘iorig, 30 mg/ml

IIpoaykr: Kertopon™ (keToposak) pacTBop IS BHYTPHBEHHOTO M BHYTPUMbILIEYHOTO BBe/IeHNUs, 30 Mr/MA
Batch No / . V260063 Batch Quantity / . 454545 ampules /
Cepust Ne ) O0Bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /

AHaJINTHYECKHI oTueT No : 890001859874 Jlata aHanmu3a : 31.01.2026

Date of Manufacture / . 01/2026 Date of Expiry / . 12/2027

JlaTa npoH3BOJACTBA I'oaen xo

Mfg. License No. /

Tpoussoxcreenasn : MNB/05/263 L : JITT-No(008888)-(PT-RU)
aunensus Ne Homep PY

Analysis performed according ND / Auasins nposeaen no HJL: JI[T-Ne(008888)-(PI"-RU)-170225

Page10of7/Crp.1u37

chromatogram of test solution corresponds
to the main peak in the chromatogram of
standard solution. / Bpems ynepxuBaHus
OCHOBHOTO MHKa Ha XpomaTorpamMme
HCIIBITYEMOIO PAcTBOpa COOTBETCTBYET
BPEMEHU YIEPKHBAaHHA OCHOBHOIO NHKa

Ne Test / Iloka3zaTesn Results / Pe3ynbTaThbl Specification / Hopma
1 Description / Onucanue Clear colorless solution. / ITpo3paunsiii | Clear colorless to slightly yellow color
OecLBeTHBIH pacTBOP. solution. / TIlIpo3paynblii pacTBOp OT
6ECLIBETHOrO 10 CBETIIO-KEJITOrO LBETA.
2 | Identification* / MUpeHTHQHKAUNA*
2a | HPLC*/ BOXXX* The retention time of the main peak in the | 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). /  Bpemsa  yaepxupaHus
OCHOBHOIO THKa Ha XpoMarorpamme
UCIIBITYEMOTO pactsopa IOJDKHO

Ha  Xpomarorpamme CTaHAApPTHOTO | COOTBETCTBOBATh BPEMEHHU YHEPKUBAHHS
pacTBopa. OCHOBHOTO TIMKa Ha XpOMaTtorpamme
CTaHAAPTHOTO pacTBopa (pasmen
«KosinuecTBeHHOE OTIpeIeNICHHEY).
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Tpumeuanne: [Tpoxykt coorBeTcTBYeT Tpebopanuim HJL 3akmouenune: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IToaroTosnexo: [Tposepeno: Pardeep ITpoeepeno (AOK): person / Ogobpeso: Obecneuenue
Ramakant Kumar Amit Kumar kayectTBa/OTBETCTBEHHOE JTULIO:
3 I eyt
/ i — /’C Vv’}
Date / Date / Date / Date / Liti-L0al
JHara: 31.01.2026 Jlata: 31.01.2026 Jara: 31.01.2026 JaTa:

Registered Office: 8-2-327, 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
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Formulation Unit-6
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CERTIFICATE OF ANALYSIS Distt. Solan, H.P.,, 173 205, iNDIA
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Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Ketopon® (keToponak) pacTBop Julsi BHYTPUBEHHOIO ¥ BHYTPUMBILIEYHOrO BBeeHHs, 30 Mr/ma
Batch No / . V260063 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6beM cepun " 454545 amnyn
Analytical Report No / Date of Analysis /
AvajguTudeckuii oruet Ne : 890001859874 JlaTa anann3a : 31.01.2026
Date of Manufacture / . 01/2026 Date of Expiry / . 12/2027
JlaTa npou3BojACTBA T'ogen go
Mfg. License No. /
Hpoussoncreenmas : MNB/05/263 [ B : JITI-Ne(008888)-(PT-RU)
aunensus Ne Homep PY

Analysis performed according ND / Ana.rmsinpone,aen no HJI: JITT-Ne(008888)-(PI"'-RU)-170225

Buaumele 4acTHIbI

Page2 of 7/ Crp. 2 m3 7
Ne Test / [lokazaTean Results / Pe3yabTaTsl Specification / Hopma
2b | UV- spectrophotometry* / UV absorption spectra of the test solution | UV absorption spectra of the test solution
Vo x | and the solution of the standard sample of | and the solution of the standard sample of
SOHERIPOLIOM AN R 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®-cniekTpsl norfolenust | maxima at 322 + 2 nm. / Y®-cnekTpsl
HCOIBITYEMOTO  pacTBOpa U pacTBoOpa | JIOTJIOIEHHsS WCIBITYEMOrO pacTBOpa |
cTaHgapTHoro  ofpasna  KeTopojaka | pacTBOpa CTaHJapPTHOTO obpasua
TpoMeTaMuHa B 001acth oT 200 1o 400 HM | KeToponaka TpoMeTaMHHA B OGJIACTH OT
UMEKT MakcuMyMbl nornowenus npu | 200 pno 400 HM  JOMKHBI  MMETh
32242 um. MaKCHMYMbI MOTJIOILEHUS MpU 32242 HM.
3 Clarity / IIpo3pauHocTb The opalescence of the sample does not | The opalescence of the sample should not
exceed opalescence  of  reference | exceed opalescence of reference
suspension I. / OnanecueHnuus npenapara | suspension I. / OnanecueHuus npenapara
HE NPCBBIILIAET ONATECLEHLMIO CYCIICH3UH | He JOJDKHA NPEBBINIATh OMasieCHEHIIUI0
cpaBHeHus L. CYCTIEH3UH CpaBHEeHus I.
4 Color / llBeTHOCTB 0.05 Absorbance should be not more than 0.20
Abs at a wavelength of 430 nm. /
[Tornomenue gomxHo ObITh He Oonee 0,20
npy JUIMHE BOJHBI 430 HM.
5 pH 7.3 From 6.9t07.9./0t1 6,9 no 7,9.
6 Particulate matter / MexaHn4ecKkue BKIOYEHHUS
6a | Visible particles / Complies / CooTBeTCTBYET Should be absent. /

JIOXXHBI OTCYTCTBOBATD.

Remarks : The Product confirms to ND/
ITpumeuanue: [TpoaykT coorBeTcTBYeT TpeOoBaHusM HJ{

Conclusion : APPROVED /
3axkmoyenune: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[MoarorosneHo: [Tposepeno: Pardeep  [|TTposepero (AOK): person / Onobpeno: ObecneueHne
Ramakant uk\ Kumar Amit Kumar kayecTBa/OTBETCTBEHHOE JIMLIO:
Wy TR [T
= = 6 vvf
Date / Date / Date / Date / Yo )40y ¢
Hata: 31.01.2026 Jlara: 31.01.2026 Jara: 31.01.2026 Jara:

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
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CERTIFICATE OF ANALYSIS

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

Vili. Khol, Nalagarh Roadl, Baddi,
Distt. Solan, H.P., 173 205, iNDIA
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Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ilpoaykr: Keropon® (keToposiak) pacTBop JUisi BHyTPUBEHHOTO M BHYTPUMBILIEYHOTO BBeAeHHUS, 30 Mr/mi
Batch No / . V260063 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6beM cepum " 454545 amnyn
Analytical Report No / Date of Analysis /
Ananurnyeckuii otuer Ne : 890001859874 JlaTta anann3za : 31.01.2026
Date of Manufacture / . 01/2026 Date of Expiry / . 12/2027
JdaTa npon3BoaACTBA TI'open o
Mfg. License No. /
HpoussoncTBenmas : MNB/05/263 L e : JITT-Ne(008888)-(PT-RU)
auneH3nsa Ne Howmep PY

Analysis performed according ND / Anasnns nposeaen nmo HJL: JITI-Ne(008888)-(PI"-RU)-170225

Page3 of 7/ Crp.3 m3 7

Ne Test / Iloka3aTeanb

Results / PesynbTaTsi

Specification / Hopma

6b | Invisible particles /
HeBuaUMbIe YaCTHIIBI:

i. Particles> 10 pm/ 05 not more than 6000 per ampoule; /
YacTui pasmepoM > He Gonee 6000 Ha ammyny;
10 Mxm
ii. particles>25 pm/ 02 not more than 600 per ampoule. /
YaCTHLL pa3zMepoM > He 6osee 600 Ha amTyJy.
25 MKM
7 Impurities / [Ipumecu
Impurity A / [Tpumecs A 0.09% not more than 0.20 % / ue 6oisee 0,20 %;
Impurity B / [Tpumecs B Below LOD (LOD = 0.014 %) / Huxe not more than 0.50 % / ve 6onee 0,50 %;
npenena odoHapyxenus (IIO = 0.014 %)
Impurity C / [Ipumecs C Below LOD (LOD = 0.010 %) / Hixke not more than 0.50 % / He 6onee 0,50 %;
npegena oonapyxenus (ITO = 0.010 %)
Impurity D / ITpumecs D Below LOD (LOD = 0.010 %) / Huxe not more than 0.20 % / ne 6onee 0,20 %.

npenesa obnapyxenus (ITO = 0.010 %)

Individual unidentified
impurity / EauanyHas
HEeUJEeHTU(GULIHPOBAHHAs
npHMech

Below LOQ (LOQ = 0.050%) / Husxe
npeneiia KOJIMYECTBEHHOI O OlpeACICHUA
(ITKO = 0.050 %)

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

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

npuMecei
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: ITpoaykT cooTBeTCTBYET TpeGoBaHusM HJI 3akmouyenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[ToarotoBneHo: ITposepeno: Pardeep [Tpoeepeno (AOK): person / OmobpeHo: Obecneyenue
Ramakant \ﬂj‘ Kumar Amit Kumar kauecTBa/OTBETCTBEHHOE JIULO:

M/ ;—_x.[,/‘ /\,//\ \/\7UJ\1)L K unine
= . e i

Date / Date / Date/ Date / T 01 —A02(
Jara: 31.01.2026 Jlata: 31.01.2026 Jlara: 31.01.2026 Jara: '
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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vili. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P, 173 205, iNDIA
CEPTHO®UKAT AHAJIM3A  Tel:+91 98166 56001-02
sasianag Avendeli e ~nrn
Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon® (keToposak) pacTBop JUiss BHyTPUBEHHOTO M BHYTPUMBIIIEYHOro BBeAeHus, 30 mr/ma
Batch No / . V260063 Batch Quantity / . 454545 ampules /
Cepusn Ne . O06beM cepHH © 454545 amnyn
Analytical Report No / Date of Analysis /
AHanHTHYeCKH# oTyeT Ne : 890001859874 Jara anannza : 31.01.2026
| Date of Manufacture / . 01/2026 Date of Expiry / . 12/2027

JlaTa mpou3BOACTBA T'ogen go
Mfg. License No. /
Tponssoacraenmnas : MNB/05/263 f KO : JITT-Ne(008888)-(PT-RU)
aunensus Ne Homep PY

Analysis performed according ND / Auanus nposeaen mo HJL: JITT-Ne(008888)-(PI™-RU)-170225

Paged4 of 7/ Crp.4u3 7

Ne

Test / I[loka3zaTenn

Results / PesyabTaThl

Specification / Hopma

8 Extractable volume* /
HU3Biekaemblii 00beM*

10.9 ml1/ 10,9 mn

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

He menee 10,0 M (06beM, U3MepeHHbIN
Ha OCHOBaHUH 00BETMHEHHOTO
conepxxumoro 10 ammyn).

9 Bacterial endotoxins /

<=0.725 EU/mg

Not more than 5.8 EU/mg of Ketorolac

BakrepualibHbie /<=0.725 ED/Mr Trometamol. / He 6omnee 5,8 ED/Mr
3HAOTOKCHHBI KETOpOJiaKa TPOMETAMHUHA.

10 | Sterility**/ NA Must be sterile. / JomkeH ObITh
CrepuabHOCTB** CTEPUIIBHBIM,

11 | Assay / KonuyecTBeHHOE 30.43 mg /30,43 mr From 27.0 mg to 33.0 mg of Ketorolac
onpegeneHHe Trometamol per 1 mL. / Ot 27,0 Mr no

33,0 Mr keToposiaka TpoMeTamosa B 1 M.
12 | Ethanol content / ITanon 11.64 % From 10.60 % (v/v) to 13.10 % (v/v)./

Ot 10,60 % (06/00) o 13,10 % (06/06).

Remarks : The Product confirms to ND/
IMpumeuanue: IIponykT cooTBeTCTBYET TpeboBaHuam HJJ

Conclusion : APPROVED /
3aknwuenne: OJJIOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IloarotosneHo: [MpoBepeHo: Pardeep ITposepeHno (AOK): person / Onobpeno: ObecneyenHue
Ramakant Jj’ Kumar Amit Kumar KayecTBa/OTBETCTBEHHOE JIMIIO:
M/ Qj} /\"’A (Unie | Eimiait
— — < [P
Date / Date / Date / Date / ’( 0] 20).4
Jlata: 31.01.2026 Jlara: 31.01.2026 Jara: 31.01.2026 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49C0 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS  Distt. Solan, H.P,, 173 205, iNDIA
CEPTU®UKAT AHAJIM3A  Tel : +91 98166 56001-02
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Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
I[poayxkr: Ketopon® (keroponak) pactBop [l BHyTPUBEHHOIO U BHYTPUMBIILIEYHOrO BBe/IeHHs, 30 MI/mil
Batch No / . V260063 Batch Quantity / : 454545 ampules /
Cepus Ne ) O6bem cepuu 454545 amnyn
Analytical Report No / Date of Analysis /
AHAJMTHYECKHI oTyeT No : 890001859874 JlaTa anannza : 31.01.2026
Date of Manufacture / . 01/2026 Date of Expiry / . 12/2027
JlaTa mpoun3BoacTBa Topen 10
Mfg. License No. /
HpousroxcTrennan : MNB/05/263 L g : JIIT-Ne(008888)-(PT-RU)
aunensusi Ne Homep PY

Analysis performed according ND / Ananus nposeaen no HJL: JITT-Ne(008888)-(PI"-RU)-170225

PageS5of 7/Crp.5m37

Ne Test / [Toka3zaTennb

Results / PesynbTaThl Specification / Hopma

13

Packaging / Onucanue
YNaKOBKH

1 mL in class I light-shielding dark amber
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 aMImynbl U3 CBETO3ALUUTHOTO
CTeK1a TEMHO-KOPUYHEBOTO LIBETa Kjlacca
1. B BepxHeil 4acTH aMmyJbl HaHECEHbI
KOJILIIO U TOuKa Juis pasnoMa. Ha ammyny
HaKJIEUBAIOT ITUKETKY.

[To 10 ammyn BMecTe ¢ JIMCTKOM-
iagsiiieM B JIBX/amomunuenblit
O6nucrep. I[lo 1 6nucrepy B nauky
KapTOHHYIO.

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 aMmynsl U3 CBETO3ALIMTHOrO
CTeKJIa TEMHO-KOPMYHEBOIO LIBETA Kilacca
I. B BepxHel 4acTH aMImyJibl HaHECEHBI
KOJIBLIO U TOYKa I pa3noma. Ha ammyny
HaKJICUBAIOT STUKETKY.

Ilo 10 amnynm BMecTe C JIMICTKOM-
BKIangbiueM B [IBX/amomuHHeBbIH
O6aucrep. Ilo 1 6Gauctepy B  nauky
KapTOHHYIO; 011 cmayuorapog: 1o 2, 3, 5
611MCTEpOB B MAYKY KAPTOHHYIO.

* Tests are not performed during the stability investigation. / * UcripiTaHus He IPOBOAAT B XOA€ UCCIIENOBAHHUA
CTaOUJIBHOCTH.

** Release quality control of the perfomance is carried out for every 15th batch. / ** [1pu Beinycke npenapara

KOHTPOJIb KadecTBa 110 IoKa3aTeJIto IPOBOANUTCA I Ka) 101 15-oi CEpUH.

Remarks : The Product confirms to ND/

ITpumeuanue: IIpoaykT cooTBeTCTBYET TpebopanusaM HJJ

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[ToaroToraeHo: [TpoBepeno: Pardeep [Tposepero (AOK): person / Ono6peno: Obecnevenne
Ramakant —i» Kumar Amit Kumar kauecTBa/OTBETCTBEHHOE JTULIO:
o of/ . Cumill KunRe_
Ml\l i '_,/‘ 7—_<'\_,\_ /
Date / Date / Date / Date / L)) ~402E
Jara: 31.01.2026 Iara: 31.01.2026 Jlara: 31.01.2026 Jara:

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: L85195AP1984PLCC04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.
) .... Formulation Unit-6
Dr. Reddy S .. Vill. Khol, Nalagarh Road, B‘addi,
CERTIFICATE OF ANALYSIS Distt. Solan, H.P.,, 173 205, iINDIA
CEPTU®UKAT AHAJIM3A Tel : +91 98166 56001-02
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Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ilpoaykr: KeTopon® (xeToposiak) pacTBop Julsi BHYTPUBEHHOTO U BHYTPUMBIILEYHOro BBeAeHus, 30 Mr/ma
Batch No / . V260063 Batch Quantity / . 454545 ampules /
Cepusa Ne ) O0BeM cepun © 454545 amnyn
Analytical Report No / Date of Analysis /

AHaauTuueckuii order No : 890001859874 Hara anannza : 31.01.2026

Date of Manufacture / . 01/2026 Date of Expiry / . 12/2027

JaTa npou3BoaCTBA TI'open go

Mfg. License No. /

HponssoncTennas : MNB/05/263 e : JIT-Ne(008888)-(PT™-RU)
auenzua Ne Homep PY

Analysis performed according ND / Auanns nposeaen mo HJL: JITI-Ne(008888)-(PT-RU)-170225

Page 6 of 7/ Crp. 6 37
API name / HanmenoBanune AOC: Ketorolac Trometamol / Ketoponaka Tpometamon
INN / MHH: Ketorolac / Keropomnak
API manufacturer batch number / KTMO0621025
Homep cepun npouspoautens ADC:
FP Manufacturer API Batch number /
Homep cepun cyGcTaHIMU NIPOU3BOUTENIS FESA00567
Iio:
API Manufactured by & country / Symed Labs Limited, India /
IMpoussoautens A®C, crpana: Caiimen Jla6c JIumuren, Unaus
m:ﬁle}:‘:ﬂ;gs’ sa';l:l/l(g:)znat:‘lgln sﬁgfgeizse Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol, Nalagarh
ot /“ cturing si Road, Baddi, Distt. Solan, H.P. 173205, India (license No No MNB/05/263) /
B J-p Pexau’c JlabopaTtopuc Jita., Mnaus, [IpouseoacTseHHoE noapasenenue-o,
HanmeHnoBaHue, aapec, JULEH3Hs Js
Bunn. Kxons, Hanarapx Poya, bammu, Quctpukt Conan, X.I1., 173205, Uuaus
IlpousBoacTBeHHas niowanka / Ilaomaaka
(muensus Ne No MNB/05/263
KOHTpo/s KauyecTBa / [lnowaaka Beinycka

Declaration of certification: « 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 establishedy. /

3aksodenue o cooTBeTeTBUU: «HacTosIuM s moATBepXKAAk0, UTO NMPUBEAECHHAS Bbille UHOOPMALUS SBJISAETCA NOCTOBEPHOU U

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: [IpoaykT cooTBeTcTBYET TpedoanusM HJJ 3akawuenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Moarorosnexo: [Tposepeno: Pardeep ITposepeno (AOK): person / Ono6peno: Obecneuenue
Ramakant \( Kumar Amit Kumar kavecTsa/OTBETCTBEHHOE JIULIO:
o QLF - SuriL Kupe
- -— =N "/
Date / Date / Date / Date / S0 ItuLe,
Jara: 31.01.2026 Jlata: 31.01.2026 JlaTa: 31.01.2026 Jlata: )

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vili, Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS  Distt. Solan, H.P., 173 205, iNDIA

CEPTUDOUKAT AHAJIU3A Tel : +91 98166 56001-02

www arreddys com

IIpousBoacTBeHHAsA
JauueH3ns Ne

: MNB/05/263

Howmep PY

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoayxr: Ketopon®™ (xeToponak) pacTBop Ajist BHyTPUBEHHOTO M BHYTPUMBIIICYHOrO BBeAeHHUS, 30 Mr/mi
Batch No / . V260063 Batch Quantity / . 454545 ampules /
Cepus Ne ' O6bem cepuu ' 454545 amnyn
Analytical Report No / Date of Analysis /

AuajguTHyeckuii oTueT Ne : 890001859874 Jlara ananusa : 31.01.2026

Date of Manufacture / . 01/2026 Date of Expiry / . 12/2027
JlaTa npou3BojAcTBa I'ogen 1o

Mfg. License No. /

MA number: /

: JITI-Ne(008888)-(PI'-RU)

Analysis performed according ND / Ananus nposegen mo H/I: JITT-Ne(008888)-(PI"-RU)-170225

Page 7 of 7/ Ctp. Tu3 7

TOYHOH. DTa cepust NPOAYKIMM Tpou3BelicHa (BKIIOYas YMAkoBKY (MapKMpOBKY) M KOHTPOJIb KadeCTBa) Ha BhILICYKa3aHHON
NPOU3BOACTBEHHON MIommajke (IUI0IAnKax) B MOJIHOM COOTBETCTBMU ¢ TpeGoBanuamMu [IpaBun Hajulexailel MPOU3BOACTBEHHOM
npaktuky EBpa3uiickoro 3KOHOMHYECKOro COro3a U TpeGOBaHMAMM KOHTPOJIS KayecTBa JISKAPCTBEHHBIX CPEICTB, a TaKXkKe B
COOTBETCTBUU CO CNEUUPHKALUAMHU, COACPKAIUMUCS B PETHCTPALMOHHOM I0ChE CTPaHbI-MUMIIOpTEpa. 3alKcH MO MPOU3BOJICTRY,
YIaKOBKE M aHAJM3y MpPOBEPEeHbl, U YCTAHOBJICHO HX COOTBETCTBUE TpeboBaHusAM [IpaBun Hamexalieil MpOM3BOICTBEHHOM
npakTUKK EBpasuiickoro 3KOHOMHUYECKOTO COHO3a.

Remarks : The Pz):iuct confirms to ND/
[Mpumeuanne: [Ipoaykt cooTBeTcTBYET TpeboBaHusim HJL

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO
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[Toxrorosneno:
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[Tposepeno: Pardeep
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[Tposepeno (AOK):
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person / Ono6peno: ObecneueHue
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