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

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

CERTIFICATE OF ANALYSIS Tol - +91 98166 56001-02
CEPTUDPUKAT AHAJIU3A www.drreddys.com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keToponak) pacTBop JUisi BHyTPMBEHHOTO ¥ BHYTPUMBILIEUHOTO BBe/IeHUs, 30 Mr/mi
Batch No / . V260005 Batch Quantity / . 454545 ampules /
Cepus Ne ) O06nem cepun 454545 amnyn
Analytical Report No / Date of Analysis /
AnanuTuueckuii oruer Ne : 890001857294 JlaTa anajn3a : 08.01.2026
Date of Manufacture / . 12/2025 Date of Expiry / . 11/2027
Jara npousBoacTBa T'ogen oo
Mfg. License No. /
Hponseoncraennas : MNB/05/263 ey : JITT-Ne(008888)-(PT-RU)
aunenszus Ne Homep PY

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

Page1 of 7/Crp.1u37

Ne Test / [Toka3zaTennb

Results / PesyabTaThl

Specification / Hopma

1 Description / Onucanue

Clear colorless solution. / IIpo3paunslit
OecBETHBIN pacTBOp.

Clear colorless to slightly yellow color
solution. / TIlpo3pauHslii pacTBOp OT
GEeCLIBETHOTO [0 CBETJIO-)KEJITOTO LBETA,

2 | Identification* / UnenTudpuxauus*

2a | HPLC* / BOXKX*

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 MNHKa Ha XpomaTorpamme
HCOBITYEMOr0 pacTBopa COOTBETCTBYET
BPEMEHH yJEpXXHBaHUs OCHOBHOIrO IHKa
Ha  XpoMarorpaMme CTaHAapPTHOTO
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  yuepuBaHus
OCHOBHOTO TIIMKa Ha XpoMarorpamme
HCIBITYEMOTO pacTeBopa JIOJIKHO

COOTBETCTBOBATh BPEMEHU YAEP)KHBaHUS
OCHOBHOIO IIMKa Ha XpoMaTorpaMmme
CTaHapTHOTO pacTBopa (paznen
«Ko/IMUeCTBEHHOE ONpPENCACHUEY).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Ipumeuanue: [IponykT cooTBeTCcTBYET TpeboBanusiM HJL 3axmouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized
ITogroroeneno: Shagun ||TIposepeno: Pravesh  ||[Tposepeno (AOK): person / Omo6peno: Obecnieuenme
Rana Amit Kumar A ka4ecTBa/OTBETCTBCHHOE JULIO:
- -
z J —~ |
Date / Date / Date / Date /
JlaTa: 08.01.2026 JlaTa: 08.01.2026 Jlata: 08.01.2026 Jara: Q‘ﬁ el 'I/OM

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +21 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

Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, iNDIA

CERTIFICATE OF ANALYSIS 1. ;91 93166 56001-02
CEPTUPUKAT AHAJIM3A  ,yw.drreddys.com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keToposiak) pacTBOp Julsi BHYTPHBEHHOIO M BHYTPHUMBILIEYHOrO BBeAeHHUs, 30 Mr/mn
Batch No / . V260005 Batch Quantity / . 454545 ampules /
Cepns Ne ) O6bem cepun 454545 amnyn
Analytical Report No / Date of Analysis /
Anajnutrnyeckuii oTuer Ne : 890001857294 JlaTta anannza : 08.01.2026
Date of Manufacture / . 12/2025 Date of Expiry / . 11/2027
JlaTa npou3BoJCcTBA I'ogen o
Mfg. License No. /
Hpoussoncrrenmas : MNB/05/263 (ol MEDRRE G : JITI-Ne(008888)-(PT-RU)
JiHneH3usi Ne Homep PY

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

Page2 of 7/ Crp. 2 3 7
No Test / [ToxasaTesib Results / PesyabTaThl Specification / Hopma
2b UV- spectrophotometry* / UV absorption spectra of the test solution | UV absorption spectra of the test solution
Vo p ) « | and the solution of the standard sample of | and the solution of the standard sample of
-cnekmpogomomempua 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®-cnekTphl nornoileHus | maxima at 322 + 2 nm. / Y®-cnexTpsl
HCIILITYEMOr0  pacTBOpa W pacTBopa | IOMIOLICHHMA MCIBITYEMOTO pacTBopa U
cTaHmapTHOro  ofpasna  KeTopojaka | pacTeopa CTaHJApPTHOTO obpasiia
TpoMeTaMuHa B o6nactu ot 200 10 400 HM | KeToposiaka TpoMeTaMHHa B 00JIaCTH OT
WUMEIOT MaKCUMYMbl morsomieHust npu | 200 mo 400 H©M  OOMmKHBL  UMETh
32242 Hm. MaKCHMYMBI MOIIOMIEHHUS 1TpH 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 . / Onanecuenuusa npenapara | suspension I. / OnanecueHuus npenapara
He MNpEeBBIIACT ONANIECLEHLHIO CYCIIEH3UH | He JODKHA MPEBBILIAThL ONaIeCUCHLMIO
cpaBHeHus 1. CyCIeH31M cpaBHeHus L.
4 Color / IlseTHOCTDL 0.04 Absorbance should be not more than 0.20
Abs at a wavelength of 430 nm. /
Ilornoienue A0KHO OBITH He Gojiee 0,20
TIpu JUTHHE BOJIHBL 430 HM.
5 pH 73 From6.91t07.9./0T16,9 no 7,9.
6 Particulate matter / Mexannyeckue BKIKOYEHHs
6a | Visible particles / Complies / CooTBETCTBYET Should be absent. /
Buaumble 4acTULBI JIOJKHBI OTCYTCTBOBATb.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tpumeuanue: [Iponyxt cootBeTcTBYET TpeboBanuam HJJ 3axawuenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[ToaroroeneHo: Shagun ||IIposepeHo: Pravesh IMpoeepeHo (AOK): person / Ono6peno: Obecneuenue
¢‘7 Rana Amit Kumar A\ KaHECTBafOTBeTCTl‘eH HOE JIULIO:
> g oA
Date / Date / Date / Date /
Q B
Jlara: 08.01.2026 Hara: 08.01.2026 Jlara: 08.01.2026 Jara: X AV Y Z'(

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +21 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
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 .4 93166 56001-02
CEPTHU®UKAT AHAJIM3A |y drredcys.com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
ITpoaykr: Keropon®™ (keToposiak) pactBop /ijis BHYTPUBEHHOTO H BHYTPUMBILIEYHOrO BBeeHus, 30 Mr/mit
Batch No / . V260005 Batch Quantity / . 454545 ampules /
Cepus Ne ) O0bemM cepun " 454545 amnyn
Analytical Report No / Date of Analysis /
Anagutudeckuii oruet Ne : 890001857294 Jara anannza : 08.01.2026
Date of Manufacture / . 12/2025 Date of Expiry / . 11/2027

aTa MpPOM3BO/ICTBA Togen 10
Mfg. License No. /
Hponssoxcraennas : MNB/05/263 b : JIT1-Ne(008888)-(PI"-RU)
Junen3us Ne Homep PY

Analysis performed according ND / Ananu3 nposegen mo HJI: JII1-Ne(008888)-(PI"-RU)-170225

Page3 of 7/Crp.3 u3 7

Ne Test / [Toka3zaTennb Results / PesynbTaTsl Specification / Hopma
6b | Invisible particles / )
HeBuauMble YacTHLBL:
i. Particles> 10 pm/ 02 not more than 6000 per ampoule; /
YacTur pasmMepom > He 6osee 6000 Ha amMnyny;
10 Mxm
ii. particles > 25 pm/ 00 not more than 600 per ampoule. /
4acTUL pa3sMepoM > He 6onee 600 Ha ammyny.
25 MKM
7 Impurities / [Ipumecu
Impurity A / [pumecs A 0.09 % not more than 0.20 % / ne Gonee 0,20 %;

Impurity B / [Tpumecs B

Below LOD (LOD = 0.014 %) / Huxe
npenena obHapyxkenus (I10 = 0.014 %)

not more than 0.50 % / ne 6omee 0,50 %;

npeaena odoHapyxenus (ITO = 0.014 %)

Impurity C / [Tpumecs C Below LOD (LOD = 0.010 %) / Huxe not more than 0.50 % / ue 6onee 0,50 %;
npenena obHapyxenus (ITO = 0.010 %)
Impurity D / [TIpumecs D Below LOD (LOD = 0.014 %) / Huxe not more than 0.20 % / e 6onee 0,20 %.

Individual unidentified
impurity / EquHuyHas
HeuzeHTHUIMpOBaHHAs
npuMech

Below LOQ (LOQ = 0.050%) / Huxe
npenelia KOJIHYECTBEHHOTO ONpee/IeH s
(ITKO =0.050%)

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

Total impurities / Cymma
npumecein

0.1%

Not more than 1.50 % / He 6onee 1,50 %.

Remarks : The Product confirms to ND/

IIpumeuanue: [IpoxykT cooTBeTcTBYET TpeboBaHuam HJ|

Conclusion : APPROVED /
3aknwuenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IToarotoneno: Shagun ||[Ipoepeno: Pravesh [Mposepeno (AOK): person / Ono6peHo: Obecneuenue
Rana Amit Kumar A kagecTBa/OTBETCTBCAHOE JIULIO:
BT s ;( /\/ ‘_,%,J
Date / Date / Date / Date / i
Tata: 08.01.2026 Jata: 08.01.2026 Tata: 08.01.2026 Iara: 0% AN A V6

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +S1 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

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

Tel : +91 98166 56001-02

CEPTU®UKAT AHAJIM3A |\ drreddys.com
Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
ITpoaykr: Keropon™ (keToposiak) pacTBOp /Ul BHYTPHBEHHOTO M BHYTPHMBILIEYHOTO BBe/IeHHs, 30 MI/MA
Batch No / . V260005 Batch Quantity / . 454545 ampules /
Cepns Ne ) O0bem cepun ' 454545 amnyn
Analytical Report No / Date of Analysis /
AHajquTU4YecKnii oTdeT Ne : 890001857294 Hara ananuza : 08.01.2026
Date of Manufacture / . 12/2025 Date of Expiry / . 11/2027
JlaTa npou3BOACTBA I'osxen 10
Mfg. License No. /
IponsBoacTBenHas : MNB/05/263 Ll iy : JII-Ne(008888)-(PT-RU)
JiuneH3us Ne Howmep PY

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

Page4 of 7/Crp.4u3 7

Ne Test / Iloka3arennb

Results / Pe3ynbTaTsl

Specification / Hopma

8 Extractable volume®* /
HN3Bnekaemelii 00LemM*

10.5ml/10.5 mn

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

He menee 10,0 Mn (06beM, H3MEpeHHbIH
Ha OCHOBAHUU 00b€AUHEHHOTO
conepxumoro 10 ammyn).

CTepHabHOCTL**

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac
bakTtepnanbHbie /<=0.725 ED/mMr Trometamol. / He OGonee 5,8 ED/Mr
IHJOTOKCHHBI KETOopoJiaKka TpOMETaMHHa.

10 | Sterility**/ NA Must be sterile. / JlomkeH ObiTh

CTCPUJIBEHBIM.

onpeaeJieHue

11 | Assay/ KonnuecTBeHHOE

30.62 mg / 30.62 mr

From 27.0 mg to 33.0 mg of Ketorolac
Trometamol per 1 mL. / Ot 27,0 Mr mo
33,0 mMr KeToposaka TpoMeTaMmosa B 1 MIL.

12 Ethanol content / TaHon

11.98 %

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

Remarks : The Product confirms to ND/
Ipumeuanne: [TpoaykT cootBeTcTBYET TpeboBanmim H/J

Conclusion : APPROVED /
3akarouenne: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[ToaroTtosnexo: Shagun ||[Tposepeno: Pravesh [Tposepeno (AOK): person / Ono6peno: Obecneyenue
) Rana Amit Kumar A kauecTBa/OTBETCTBEHHOE TULIO:
2~ | M| he
Date / Date / Date / ‘ Date /
Jlata: 08.01.2026 Jlata: 08.01.2026 JTata: 08.01.2026 Jlata: 0% ~0) -1

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +S1 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984P1C004507

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 ;. 491 93166 56001-02
CEPTUOUKAT AHAJIN3A www.drreddys.com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon™ (keToposak) pacTBOp [Jisi BHYTPHBEHHOIO U BHYTPHMbILIEYHOro BBeieH s, 30 mr/mi
Batch No / . V260005 Batch Quantity / . 454545 ampules /
Cepus Ne ) O0bem cepun © 454545 amnyn
Analytical Report No / Date of Analysis /
AHanuTHYeCKHUi oTueT No : 890001857294 JlaTa ananu3a : 08.01.2026
Date of Manufacture / . 12/2025 Date of Expiry / . 11/2027

aTa NpoM3BOACTBA T'open 1o
Mfg. License No. /
Tponssoncraenuasn : MNB/05/263 e P : JITT-Ne(008888)-(PT-RU)
nuuenzus Ne Homep PY

Analysis performed according ND / Anajn3s nposesen no HJI: JIIT-Ne(008888)-(PI'-RU)-170225

Page S of 7/ Crp.Smu3 7
Ne Test / [lokazaTennb Results / PesyneTaTsl Specification / Hopma
13 | Packaging / OnucaHue 1 mL in class I light-shielding dark amber | 1 mL in class I light-shielding dark amber

yNaKoBKH

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 mn B aMITyNbl U3 CBETO3ALUMTHOTO
cTeKIa TEeMHO-KOPHYHEBOTO LIBETA Kiacca
I. B BepxHeil yacTH aMIlyJibl HaHECEHBI
KOJIbLIO U TOYKa ANs pasnoMa. Ha ammyiy
HaKJIEUBAIOT STUKETKY.

[lo 10 aMnyn BmecTe C JIMCTKOM-
BriaabimeM B [IBX/anoMuHUEBbIH
onucrep. Ilo 10aucrepy B Nayky
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
Sfacilities: 2, 3, 5 blisters in a carton pack.
/

ITo 1 My B amMmyJbl U3 CBETO3ALIUTHOIO
CTEKJIa TEMHO-KOPHYHEBOTO 1[BETA KJIacca
I. B BepxHel 4acTH aMmysbl HaHECEHbI
KOJIBIIO U TOUKa Juisl paioma. Ha ammyny
HaK/IECUBAIOT ITUKETKY.

Mo 10 amnyn BMecTe € JIHCTKOM-
BKnajpieM B [IBX/amoMunueBblit
6muctep. I[lo 1 Gauctepy B  mauky
KapTOHHYIO; 0/11 CayuoHapos: mo 2, 3, 5
6JIMCTEepOB B NMAYKy KapTOHHYO.

* Tests are not performed during the stability investigation. / * HcnbiTaHus He DpOBOAAT B XOAC HCCIIECAOBAHHS

CTaOUJILHOCTH.

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

KOHTPOJIb KauecTBa Mo MOKa3aTeI0 IPOBOANTCS JUIsl KaxaoH 15-oi cepuu.

Remarks : The Product confirms to ND/

IIpumeuanne: [IpoaykT cooTBeTCTBYET TpeGoraHusM HJJ

Conclusion : APPROVED /
3aknwuenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[lonrotoeneHo: Shagun ||[Tposepeno: Pravesh I[Tposepeno (AOK): person / Opobpeno: Obecneuenune
Rana . /4 Amit Kumar & kauecTBa/OTBETCTREHHOE THLLO:
Date / Date / Date / . Date /
Jlara: 08.01.2026 Jlata: 08.01.2026 Jlata: 08.01.2026 Tara: ‘39\"0 ) WOLG

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +81 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com

CIN: L85195AP1984PLLC0O04507
www.drreddys.com




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

S
Dr. Reddy,s ‘..’. Vill. Khol, Nalagarh Road, Baddi,

istt. H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS 2" Solan,

Tel : +91 98166 56001-02

CEPTHOUKAT AHAJIM3A www.drreddys.com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon™ (keToponak) pacTeop 1isi BHYTPMBEHHOIO U BHYTPHUMBIIIEYHOTO BBeieHus, 30 Mr/mi
Batch No / . V260005 Batch Quantity / . 454545 ampules /
Cepust Ne ) O6bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /

AHajnuTH4yecKHi oTdeT Ne : 890001857294 JlaTa aHann3a : 08.01.2026

Date of Manufacture / . 12/2025 Date of Expiry / . 11/2027
Jlata npon3BoacTBa T'open 50

Mfg. License No. /

MpoussoacTeennas : MNB/05/263 Lo svald : JITT-Ne(008888)-(PT-RU)
Juuenznsa Ne Homep PY

Analysis performed according ND / Ananu3 nposenen mo HJI: JITT-Ne(008888)-(PI'-RU)-170225

Page 6 of 7/ Crp. 6 u3 7

API name / HaumenoBanue A®C: Ketorolac Trometamol / KeToponaka TpomeTamon
INN/ MHH: Ketorolac / Keroponak

API manufacturer batch number / YKTMO0540925

Howmep cepnu npoussoautes A®C:

FP Manufacturer API Batch number /

HomMep cepnu cy6cTaHUMM NPOU3BOAUTEISA FESA00529

IJI®:

API Manufactured by & country / Symed Labs Limited, India /
IIpounseoautens ADC, crpaHna: Caiimen Jlabc Jlumuren, Unaus

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

HaumeHoBaHue, agpec, TULEH3US AJisi
IIponseoacTBeHHas miowaaka / Ilnomanka
KOHTpoJIA kauecTsa / [Lnomaaka Beinycka

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) /
JI-p Pepnn’c JIaboparopuc Jlta., Muaus, [TpoussoacTeerHoe noapasnenetune-6,
Bunn. Kxone, Hanarapx Poya, baaau, Auctpuxt Conan, X.I1., 173205, Uuaus
(muuensus Ne No MNB/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 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». /

3aknmoueHne o cooTBeTcTBUU: «Hacroamum s MOATBEPXKAAK0, UTO NPUBECACHHAS BbILIE nH(bopmaum ABJIACTCA LlOCTOBepHOFI H

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: Ilponykr coorBeTcTBYET TpeboBaHusam HJJ 3akniouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[TonrotopneHo: Shagun |[{[Iposepeno: Pravesh  [|IIposepeno (AOK): person / Ono6peno: Obecneyenue

ﬂ” Rana f Amit Kumar A kayecTBa/OTBETCTBEHHOE JIMIIO:

2 \
Date / Date / Date/ Date/
~B )

Hara: 08.01.2026 Jara: 08.01.2026 Hara: 08.01.2026 Hara; %C\ Tl L b

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 5060034, Telangana, India
Tel: +S1 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

Qe
DI’. ReddY’S ‘.... vill, Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P,, 173 205, INDIA

CERTIFICATE OF ANALYSIS .\ 4/ 93166 56001-02
CEPTUPUKAT AHAJIM3A |\ drreddys.com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon™ (keToposnak) pacTBop it BHYTPUBEHHOTO W BHYTPUMBIIIEYHOTO BBEIeH s, 30 Mr/mit
Batch No / . V260005 Batch Quantity / . 454545 ampules /
Cepus Ne ) O0bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /
Ananntuyeckuii oruer No : 890001857294 JlaTta anaauza : 08.01.2026
Date of Manufacture / . 12/2025 Date of Expiry / . 11/2027
JlaTa npou3BoaCTBA I'ogen go
Mfg. License No. /
IponssoxcTBennas : MNB/05/263 sl e . JIT-Ne(008888)-(PT-RU)
JuneHsus Ne Howmep PY
Analysis performed according ND / Anasnns nposeaen no HJ/L: JITT-Ne(008888)-(PI'-RU)-170225

Page 7 of 7/ Ctp. 7T uz 7
TOYHON. DTa cepusi MpOAYKLMH MNpoM3BeAeHa (BKIIOYas yNakoBKY (MapKUpPOBKY) M KOHTPOJb KadyecTBa) Ha BbILUEYKa3aHHOM
NpOM3BOACTBEHHON oniake (IUIOLIAAKaX) B MIOJIHOM COOTBETCTBUU ¢ TpeboBaHusaMH [IpaBun Hamexaleif Npou3BOACTBEHHOM
fpakTUKH EBpasuiickoro 3KOHOMHYECKOTO C€Ol03a M TpeOOBaHMAMHU KOHTpPOJIS KAayecTBa JIEKaPCTBEHHBIX CPENACTB, a Takke B
COOTBETCTBUU CO cneumbuxaummu, COACPXKALLIMMUCA B PErUCTPAllMOHHOM AOCHE CTPaHbI-UMIIOpTEpA. 3anucH 1o TNPOHU3BOACTBY,
yNaKoBKE W aHaJM3y MPOBEPEHbI, U YCTAHOBJIEHO WX COOTBETCTBHE TpeGopaHuAM IlpaBun Hamiexallueil MpOWU3BOACTBEHHOMN
MpaKTUKHU EBpazm‘&CKoro 3KOHOMHYECKOT'O COXO3an.

Remarks : The Product confirms to ND/ N Conclusion : APPROVED /
Ipumeuanue: [IponykT cooTBeTcTBYET TpeboBaHusm H/J 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[MoxrorosneHo: Shagun |[{[Iposepeno: Pravesh [Tposepeno (AOK): person / OnobpeHo: Obecneyuenue
Rana Amit Kumar N kayecTBa/OTBETCTBEHHOE JIULIO:
2o N i
—
Date / Date / Date / Date / %
JHara: 08.01.2026 Hara: 08.01.2026 Hara: 08.01.2026 Jlara: D% ~0N L

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +S1 40 4900 2900, Fax: +91 4G 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



