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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-5

Vill. Khol, Naiagarh Road, Baddi,
Distt. Sofan, H.P., 173 205. INDIA
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can RRAIGE TESNA0O70
Tl BE L0080 SovuvaTuL
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AHajuTHYecKHH oTueT Ne

: 890001848746

JlaTa ananuza

Product : / Ketorol™ (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon™ (ketoponiak) pacTBOp AJis BHYTPUBEHHOrO H BHYTPMMBbILIEYHOTO BBeeHHs, 30 Mr/mi
Batch No / . V250929 Batch Quantity / . 454545 ampules /
Cepus Ne ) O0bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /

: 29.11.2025

Date of Manufacture /

Date of Expiry /

: 11/2025 : 10/2027
JlaTa npou3BOACTBA T'onen o
Mfg. License No. /
Ipou3ssoacTBenHas : MNB/05/263 MAmiribens ¢ . JITI-Ne(008888)~(PT-RU)
anuenzus Ne Homep PY '

Analysis performed according ND / Anann3 nposenen mo HJI: JITI-Ne(008888)-(PI'-RU)-170225

Pagelof 7/ Cip. 1u3 7

Ne Test / ITokazaTennb

Results / Pe3yabTaThbl

Specification / Hopma

1 Description / Onucauue

Clear slightly yellow color solution.
ITpo3paunslii pacTBOP CBETIO-KENTOTO

nBETAa,

/ | Clear colorless to slightly yellow color
solution. / Tlpo3pauHelii pactBOp OT
GecUBETHOTO 0 CBETIO-XKENTOTO LIBETA.

2 Identification* / UneHTHdUKAUNA*

HPLC*/ Bo)XKX*

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 yaepxuBaHus
OCHOBHOTO NHKAa Ha XpoMaTorpamme
HCIIBITYEMOIO  PacTBOpPa COOTBETCTBYET
BpPEMEHM YIepXKUBaHHA OCHOBHOIO [IHKa

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  ynepxuBaHus
OCHOBHOTO MHKa Ha XpoMaTorpamMe
HCIBITYEMOTO pacteopa JIOTKHO

Ha XpoMaTorpaMme CTaHAAPTHOTO
pacTBopa.

COOTBETCTBOBATh BPEMEHU YICpPKHBaHHA
OCHOBHOTO IIMKa Ha XpOMaTorpamme
CTaHAAPTHOTO pacTBOpa (pasmen
«KoJIHuecTBEHHOE OMNpeeNIeHUe).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuyanue: IIpooykT cooTBETCTBYET TpeboBaHusM HJI 3akunroyenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[TonroroeneHo: Yogesh ||[TpoeepeHo: Pravesh Tposeperio (AOK): person / Onobpeno: Obecneyenne
Chauhan /7 Rana j Amit Kumar “« KauecTBa/OTBETETBEHHOE MiJI0:

¥ ' / ),.

i e (‘ el

Date / Date / Date / Date / » ‘ oy = B2
Hata: 29.11.2025 Hara: 29.11.2025 Hara: 29.11.2025 Hara: >:

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

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

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A

Tel ; +91 28166 56001-02

www.drreadys.com

' Product : /

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

IIpogykr: Keropon® (ketoposnak) pacTsop i BHYTPHBEHHOIO M BHYTPHUMbILIEYHOTrO BBeASHHS, 30 Mr/mn
Batch No / - V250929 Batch Quantity / . 454545 ampules /
Cepus Ne i O6beM cepun 454545 amnyn
Analytical Report No / Date of Analysis /

AHanuTHYeCKHIT oT4yeT No : 890001848746 Jara ananuza : 29.11.2025

Date of Manufacture / . 11/2025 Date of Expiry / . 10/2027

Jara npousBoacTBa T'oxen go

Mfg. License No. /

IponssocTeennan : MNB/05/263 MA number: / : JIIT-Ne(008888)~(PI-RU)
JuneHzus Ne Homep PY

Analysis performed according ND / Anaius nposexen mo HJI: JITT-Ne(008888)-(PT-RU)-170225

Page 2 of 7/ Crp. 2 u3 7

Ne Test / IlokazaTennb

Results / PesynbTaThl

Specification / Hopma

2b | UV- spectrophotometry* /

Y®-cnexmpogomomempus *

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®-cnexkrphbl NOMIOLIEHUS
UCIIBITYEMOTO  pacTBOpa ¥  pacTBopa
cTaHAapTHOoro  ofpasuma  KeTopoyiaka
TpoMeTamuHa B obnactu ot 200 10 400 HM
HUMEIOT MAaKCHMYMBl IOIJIOMIEHHA TpH
32242 um.

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. / V®-ciiekTpsl
IIOITIOIEHUA MUCIBITYEMOrO pacTBopa M
pacTteopa CTaHOAPTHOTO obpasua
KeTopojiaka TpoMeTaMMHa B 06nacTH oT
200 mo 400 HM JOOMKHBL HMETh
MaKCHUMYMbI NOMJIOIIEHUS OpU 32242 HM.

3 Clarity / IIpo3payHocTs

The opalescence of the sample does not
exceed  opalescence of  reference
suspension I. / Onanecuesnus npenapara
HE NPEBHINIAeT ONANECUCHUHIO CYCIIEH3HI

The opalescence of the sample should not
exceed opalescence of reference
suspension 1. / OnanecueHuus npemnapara
He JOJDKHA NPEBIIIATE ONANIECLEHIIMIO

BuagyMble yacTHLBI

cpaBHenus L. CycleH3uH cpaBHeHus 1.

4 Color / LIBeTHOCTH 0.04 Absorbance should be not more than 0.20
Abs at a wavelength of 430 nm. /
INornoimenye KomkHO 6bITH HE Gonee 0,20
TIpy JuikHe BOJIHBI 430 HM.

5 pH 7.4 From69t07.9./0t16,9 1o 7,9.

6 Particulate matter / MexaHH4YecKHe BKIIOYEHHS

6a | Visible particles / Complies / CooTBETCTBYET Should be absent. /

I[OJI)KHBI OTCYTCTBOBATb.

Remarks : The Product confirms to ND/

[pumeuanue: Ilpoaykt cooTBeTcTBYeET TpeboBaHmAM HJJ

Conclusion : APPROVED /
3aknwuyenue: OJJIOGPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[MoaroTossneno: Yogesh ||[Iposepeno: Pravesh [TpoBepeno (AOK): person / Onobpeno: ObecneueHne
Chauhan / / Rana Z Amit Kumar A KauecTa/OTBETCTBEHHOE JIULIO:
‘/7 o ) 2
[~ il | B
Date / Date / Date / ) Date / o1 il
Hara: 29.11.2025 Hara: 29.11.2025 Iara: 29.11.2025 Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4200 2999, Email: mail@drreddys.com
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Dr. Reddy's Laboratories Ltd,
Formulation Unit-5

Vill. Khol, Naiagarh Road, Baddi,
Distt. Soian, H.P., 17

3 205, iNDIA

Ketorol™ (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml_;

AHanuTHYeCKHH oTyeT N

: 890001848746

Jlara ananausa

Product : /
IlpoaykT: KeTopon™ (keToponiak) pacTeop ajiss BHYTPUBEHHOIO M BHYTPHMBILIECUHOTO BBeAeHHUs, 30 Mr/mn
Batch No / . V250929 Batch Quantity / _ 454545 ampules /
Cepus Ne ) O6bem cepuH " 454545 amnyn
Analytical Report No / Date of Analysis /

: 29.11.2025

Date of Manufacture /

Date of Expiry /

£ 11/2025 : 10/2027
JlaTa npoM3BOACTBA Tonxen no
Mfg. License No. /
TpousBoacTBennas : MNB/05/263 LA nmmbers { . JIT1-Ne(008888)-(PT-RU)
JanueH3us Ne Homep PY

Analysis performed according ND / Anann3 nposegen mo HJI: JITT-Ne(008888)-(PI"-RU)-170225

Page3of7/Crp.3mu37

Ne Test / IToka3zaTenn

Results / PesyabTaTsl

Specification / Hopma

6b | Invisible particles /
Hesuaumple yacTUUBI:

i. Particles > 10 pm / 10 not more than 6000 per ampoule; /
Yacrtui pasmepom > He 6onee 6000 Ha ammyny;
10 Mxm

ii. particles > 25 pm/ 1 not more than 600 per ampoule. /
YacTHL pa3MepoM > He 6onee 600 Ha ammymny.
25 MKM

7 Impurities / [Ipumecn
Impurity A / ITpumecs A 0.11% not more than 0.20 % / e 6omnee 0,20 %;

Impurity B / [Ipumecs B

Below LOD (LOD = 0.014 %) / Huxe
npegesa oduapyxenus (IO = 0.014 %)

not more than 0.50 % / e 6osee 0,50 %;

Impurity C / [Ipumecs C Below LOD (LOD = 0.010 %) / Huxe not more than 0.50 % / He 6onee 0,50 %;
npenena oduapyxenus (ITO = 0.010 %)
Impurity D / ITpumecs D Not detected / He o6HapyxeHna not more than 0.20 % / He 6onee 0,20 %.

Individual unidentified
impurity / EnuHu4Has
HEUIeHTH(PHLMPOBAHHAS
pUMECh

Below LOQ (LOQ = 0.050%) / Huxe
npeesia KOMMYECTBEHHOTO ONpeeIeH s
(IIKO =0.050%)

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

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

npUMecei
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeyanne: [IpoaykT cooTBeTCcTBYET TpeboBaHusaM HJ 3akawuyenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[ToprorosneHo: Yogesh ||[Iposepeno: Pravesh ITposepeno (AOK): person / Onobpeno: ObecneyeHue
Chauhan  / Rana J Amit Kumar A kadecTBa/OTBETCTBEHHOE JIHLIO:

Y 1 e 2
& — )

Date / Date / Date / Date / &o s
Hara: 29.11.2025 Hara: 29.11.2025 Hata: 29.11.2025 Mara:
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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

CEPTUO®HKAT AHAJIM3A

Tel ; +91 28166 55001-02

www.drreddys.com

Product : /

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

AnanuTu4deckHH oTuer Ne

: 890001848746

Jata ananusza

Hponykr: Ketopon®™ (keToponak) pacTBOp AJIsi BHYTPMBEHHOIO M BHYTPHMBILIEYHOTO BBeieHNUS, 30 mr/mn
Batch No / . V250929 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6bem cepuu " 454545 amnyn
Analytical Report No / Date of Analysis /

¥ 29.11.2025

Date of Manufacture /

Date of Expiry /

: 1172025 + 10/2027
JdaTa npou3BocTBA Topen o
Mfg. License No. /
Ipoussoncreennas : MNB/05/263 A mumhers ¢ : JIT1-Ne(008888)-(PT-RU)
JuneH3us Ne Homep PY

|Analysis performed according ND / Anann3 nposenen mo HJI: JITT-Ne(008888)-(PI"-RU)-170225

onpeaeieHne

Page4 of 7/ Crp. 4m3 7

Ne Test / Iloka3aTensb Results / PesynbTaThl Specification / Hopma

8 Extractable volume* / 10.3 ml/ 10.3 mn Not less than 10.0 ml (collectively
H3Bnekaemblii 06bem™* measured volume of 10 ampoules). /

He menee 10,0 mn (06beM, MU3MepeHHbIi
Ha OCHOBaHMHU 00bEAUHEHHOTO
copepxkumoro 10 amrryi).

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac
BakrepuajbHble /<=0.725 EQ/Mr Trometamol. / He 6onee 5,8 EQ/mr
IHAOTOKCHHBI KETOpoJlaka TPOMETaMMHa.

10 | Sterility**/ NA Must be sterile. / JlosokeH ObITh
CrepuiabHOCTL** CTEPUIbHBIM.

11 | Assay/ KonnuecTBeHHOE 30.04 mg / 30.04 mr From 27.0 mg to 33.0 mg of Ketorolac

Trometamol per 1 mL. / Ot 27,0 Mr 1o
33,0 Mr keTopoJsiaka TpoMeTaMoJia B 1 MiL.

12

Ethanol content / DTanon

11.65 %/ 11.65 %

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/
IIpumeuyanue: IIpoaykt cooTBeTcTBYET TpeboBaHusaM HJT

Conclusion : APPROVED /
3akniwouenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Togroroeneno: Yogesh ||[Ipoeepeno: Pravesh ITposepeno (AOK): person / Onobpeno: ObecneueHue
Chauhan V’ ) Rana A Amit Kumar kadecTBa/OTBCTCTBCHHOE THLO:

f r i V Al i*

% / Bt [y
Date / |[Date / Date / Date / » .—Lt".{
Hara: 29.11.2025 Hara: 29.11.2025 Hara: 29.11.2025 Hara: Q/L‘ !

Registered Office: 8-2-3327, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
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CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 28166 56001-02
www.drreddys.com

AnanuTHYecKui oTyeT No

: 890001848746

Jara ananm3a

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

IpoaykT: Keropon®™ (keToposnak) pacTBOp it BHyTPMBEHHOIO M BHYTPUMBILIEUHOTO BBE/IEHHS, 30 mr/ma |
Batch No / . V250929 Batch Quantity / . 454545 ampules /

Cepns Ne ) O6bem cepun " 454545 amnyn

Analytical Report No / Date of Analysis /

: 29.11.2025

Date of Manufacture /

Date of Expiry /

: 11/2025 : 10/2027
JaTta npousBoacTBa T'onen oo
Mfg. License No. /
IIpousgoncTaennas : MNB/05/263 L— . JITT-Ne(008888)-(PT-RU)
JuueH3us Ne Homep PY

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

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. /

ITo 1 Mn B aMmyJsiel U3 CBETO3aLIUTHOTO
CTeKJIa TEMHO-KOPHMYHEBOTO LBETA KiTacca
I. B popuiieli "aoTII OMITYJILI 11Q1I00IILI
KOJBLIO U TOYKa s pa3ioma. Ha ammyiy
HaKJIEUBAIOT 3THKETKY.

I[lo 10 ammyn BMecre C JIUCTKOM-
BkmagpimeM B [IBX/anoMUHHEBbIR
6nucrep. Ilo 1 6nucrepy B mDauky
KapTOHHYIO.

PageS5of 7/Crp.S5m3 7
No Test / ITokazaTenn Results / PesynbTaThl Specification / Hopma
13 | Packaging / Onucanune 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.
!

Ilo 1 Mn B aMmynbl U3 CBETO3AIIMTHOTO
CTeK/1a TEMHO-KOpHYHEBOTO LIBETA K1acca
I. B BepxHell 9acTu aMmyJibi HaHECEHBI
KOJIBLIO M TOYKa AJiA pazioMa. Ha ammymny
HaKJIEUBAIOT 3TUKETKY.

I[lo 10 ammym BMecTe C JIUCTKOM-
BIIagpiieM B [IBX/anroMuHMeBbIi
6nucrep. Ilo 1 6mmcrepy B mauky
KapTOHHYIO; O/151 CmayuoHapos: 1o 2, 3, 5
611CTEPOB B NMayKy KapTOHHYIO.

* Tests are not performed during the stability investigation. / * HicnpiTanus He IPOBOAAT B XO/IE HCCIIEA0BAHMU

cTaOMIILHOCTH.

** Release quality control of the perfomance is carried out for every 15th batch. / ** [Ipu Beinmycke npenapara

KOHTPOJIb Ka4€CTBa I10 NNOKA3aTCJIIO IIPOBOJUTCS JI KaXKJIOH 15-ot CEpHH.

Remarks : The Product confirms to ND/

[Ipumeyanne: IIpogykT cooTBeTCTBYET TpebopanmsM HJI

Conclusion : APPROVED /
3axkmouenne: OJOBPEHO

Prepared by / Checked by /

[ToarorosneHo: Yogesh

[Tposepeno: Pravesh

Checked by (AQA) /
[Mposepeno (AOK):

Approved by: Quality Assurance/Authorized
person / Onobpeno: ObecneueHne

Chauhan / _ ||Rana Amit Kumar \ kadyecTBa/OTBETCTBEHHOE O
(‘ﬂ Vs 2 = y
/2 : )
\_//.,
Date / Date / Date / Date / ne Ay te %)
Hara: 29.11.2025 Hara: 29.11.2025 Iara: 29.11.2025 Hara:

Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4200 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




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

Vill. Khol, Naiagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com o
Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

. @
Dr.Reddy’s ‘.
CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

Product : /

poayxr: Keropon™ (keToposak) pacTeop Ajisi BHYTPMBEHHOrO ¥ BHYTPHMBIIIEUHOrO BBENICHMS, 30 mr/mMn
Batch No / e— Batch Quantity / 454545 ampules /

Cepus Ne ) O6bem cepHH ' 454545 amnyn
Analytical Report No / Date of Analysis /

AHanuTHYecKHH oTyeT Ne : 890001848746 Jara anaauza 1 29.11.2025

Date of Manufacture / Date of Expiry/

: 11/2025 : 10/2027
Jata npou3BoaCTBa Tonen go
Mfg. License No. /
MpousBoaCcTBeRHan : MNB/05/263 o :;';;ge“ J : JITI-Ne(008888)-(PT-RU)

! auuensua Ne

{Analysis performed according ND / Anann3s npoeeaen no H/I: HH—NQ(OOSSSS)-(PI‘-RU)-f70225 7
Page 6 of 7/ Cip. 6 u3 7

Ketorolac Trometamol / Ketoponaka TpomeTamo

| API name / HaumenoBanne A®C:

INN / MHH: Ketorolac / Keroponak

API manufacturer batch number /

2KTM0320
Howmep cepun nponseoaurensi AOC: 20625
FP Manufacturer API Batch number /
Homep cepuu cyGecTaHIIMKM NPON3BOAUTEIS FESA00395

I'Jid:

Symed Labs Limited, India /
Catimen JIabc Jlumurten, Muous

API Manufactured by & country /
IIpousBoautear A®C, cTpana:

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

HaumeHoBaHue, aapec, JTMLEH3UsS AJ1s1
IMponspoacreennas niaowaaka / [lnomangka
KOHTPOJIst kKavecTBa / Ilomaaka BbInycka

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) /
J-p Peman’c Jlabopatopuc JItx., Uunus, IIpousBoncTBeHHOE NogpasaeneHue-6,
Bunn. Kxons, Hanarapx Poya, Banau, {uctpukt Conan, X.I1., 173205, Unaus
(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». /

3aknwouyeHue 0 cooTBeTcTBUM: «HacToamum s NOATBEPXKIAK), YTO IIPUBCACHHAA BbILIC I/IH(l)OpMaI.lPUI ABJIACTCA ,IlOCTOBepHOﬁ H

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

[Tpumeuanne: [IpogykT cooTBeTCTBYET TpeboBaHHAM H/J 3akmouenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
Hoarorosnero: Yogesh ||[Tposepero: Pravesh [Tpoeepeno (AOK): person / Onpo6peno: ObecnieueHue
Chauhan /7 Rana / Amit Kumar b KkaecTsa/OTBETCTBEHHOE JIAIO:,,

: 4 (// _ 3

o P N—
Date / Date / Date / Date / ; '}u ) 2o g
Hara: 29.11.2025 JHara: 29.11.2025 Hara: 29.11.2025 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 5000234, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Naiagarh Road, Baddi,
Distt. Solan, 4.P, 173 205, INDIA

A ~ -

CEPTUD®UKAT AHAJIM3A PR S &

C & 56003-04
2 ) A=l

www.dfreddys.com

Product : / Ketorol®™ (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
ITpoaykt:  Keropon®™ (keToponak) pacTBop A/ BHYTPHBEHHOIO M BHYTPHMbILIEYHOrO BBeAeHUS, 30 Mr/mun
Batch No / . V250929 Batch Quantity / _ 454545 ampules / o
Cepust Ne ) O0bem cepHu 454545 amnyn
Analytical Report No / Date of Analysis /
AHanuTHYecKHH oTyeT No : 890001848746 Jara anasnusa : 29.11.2025
Date of Manufacture / . 11/2025 Date of Expiry / . 10/2027
|/laTa npou3BoaCTBA I'onen no
Mfg. License No. /
IponssoncTaennas : MNB/05/263 E o : JITI-Ne(008888)-(PT-RU)
JuneHzus Ne Homep PY

Analysis performed according ND / Anann3s npoeaen no HJI: JI[1-No(008888)-(PI"-RU)-170225
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TOYHOH. DTa cepus NPOAYKUMH MPOM3BEACHa (BKJIIOYasi YMAakoBKY (MapKHpOBKY) M KOHTpOJb KauecTBa) Ha BbILLEYKa3aHHOM
NpOU3BOACTBEHHON TIOAAKe ([UIOLIakaX) B MOJHOM COOTBETCTBUM C TpeboBaHuamM [IpaBun Hajnexaliell NpOU3BOACTBEHHOM
NpaKkTUKH EBpa3suiickoro 3KOHOMHYECKOTO €OK3a U TpeOOBaHUAMU KOHTpOJsS KauyecTBa JIEKAPCTBEHHBIX CPEACTB, a TAaKkKe B
COOTBETCTBUH CO CHELH(HKALMAMU, CONCPKALIUMHUCS B PErHCTPALIIOHHOM [0ChE CTPaHbI-UMIIOpTEpa. 3alucH N0 MPOU3BOCTBY,
YNaKoBKE M aHalu3y NPOBEPEHbI, U YCTAaHOBIEHO MX COOTBeTCcTBUC TpeboBaHMAM IlpaBun Haliexalled NPOU3BONCTBEHHOU

TNMPpaKTAKH EBpa3nF1c1<oro 3KOHOMHYECKOTr0O COKO3a».

Remarks : The Product confirms to ND/

IMpumeyanne: IIpoaykT cOOTBETCTBYET TpeboBaHuAM HJT

Conclusion : APPROVED /
3arxmouenne: OJJOBPEHO

Prepared by / Checked by /
HOLU‘OTOBJ'IeHO:/ Yogesh |[|[IpoBepeHo: Pravesh

Chauhan Rana /

Checked by (AQA) /
[Tpoepeno (AOK):
Amit Kumar

Approved by: Quality Assurance/Authorized
person / Ono6peHo: Obecneuenue
kagecTBa/OTBETCTBEHHOE SO

N P

x

Jlata: 29.11.2025 Jlata: 29.11.2025

[Date / Date / Date /
JHara: 29.11.2025 Hara:

Date / [9@ =~ ,,\-;411{\
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