Dr.Reddy’s ":0

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

CERTIFICATE OF ANALYSIS |/ drreddys.com
CEPTUDPUKAT AHAJIM3A

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ilpoaykr: Keropon® (keToposnak) pacTBOp /i BHYTPUBEHHOTO U BHYTPHMBbILIEYHOTO BBeACHHA, 30 Mr/mn
Batch No / . V260299 Batch Quantity / . 454545 ampules /
Cepus Ne ) O06bem cepun * 454545 amnyn
Analytical Report No / Date of Analysis /
Ananuruyeckuii oryer Ne : 890001878747 JaTa aHaiu3a : 30.04.2026
Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028
JaTa npon3BoJcTBa I'omeH xo
Mfg. License No. /
TpoussoacTentan : MB/05/264 g : JITT-No(008888)-(PT-RU)
auieHsus Ne Homep PY

Analysis performed according ND / Ananmu3s nposeaen mo HJI: JIIT-No(008888)-(PI'-RU)-170225

Page1 of 7/Crp. 1 m3 7

Ne Test / IToka3aTenanb

Results / PesyabTaThl Specifi'cation / Hopma

1 Description / Onucanue

Clear colorless solution. / Ilpo3pauHslii
OecrBeTHbIN pacTBOp.

Clear colorless to slightly yellow color
solution. / Ilpo3paunmlit pacTtBOp OT
OecLBETHOTO IO CBETJIO-XKENTOTO LIBeTa.

2 | Identification* / UnenTndukauua®

2a | HPLC*/ BOJKX*

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

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

OCHOBHOrO IIMKa Ha XpoMaTtorpamme | section). /  BpeMms  yaepxuBanust
HCIIBITYEMOTO PacTBoOpa COOTBETCTBYET | OCHOBHOIO I@HMKa Ha XpoMarorpaMme
BPEMEHY YJCP)KMBAHHA OCHOBHOIO IHKA | UCIBITYEMOIO pacTBopa JIOJDKHO
Ha XpoMaTtorpamMmme CTaHIapPTHOIO | COOTBETCTBOBATH BPEMEHM YICPKUBAHUSA
pactBopa. OCHOBHOrO TIIMKAa Ha XpOMaTorpamme

CTaHIAPTHOIO pacTBopa (paznen
«Ko1M4ecTBEHHOE ONpPENSIICHUE).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeyanue: [Iponykt cootBeTcTBYET TpeGoBaHMsAM HJT 3akmwoyenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[MoarorosneHo: Pravesh |[[Tposepeno: Rama Kant|[[Tpoeepero (AOK): person / OpodpeHo: Obecnevyenue
Rana Amit Kumar kayecTBa/OTBETCTBEHHOE JIMLIO:

; %“*’\LL e Lot Ruwnd

- \r"/,

Date / Date / Date / Date / Q0QY~L0L4
Jata: 30.04.2026 Hara: 30.04.2026 Harta: 30.04.2026 Hara:

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: 491 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS

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

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

Tel : +91 98166 56001-07
www.drreddys.com

CEPTU®UKAT AHAJIM3A
Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon®™ (keTopoiak) pacTBop jijiss BHYTPHBEHHOIO M BHYTPUMbILIEYHOrO BBeeH s, 30 MI/Mi1
Batch No / . V260299 Batch Quantity / . 454545 ampules /
Cepus Ne ’ O0bem cepun * 454545 amnyn
Analytical Report No / Date of Analysis /
AnanuTHyeckuii oryer Ne : 890001878747 JaTa anaau3a : 30.04.2026
Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028
Jara nponsBoacrsa I'open 10
Mfg. License No. /
Tpoussoncraennas : MBJ05/264 ¢ CULITIE : JIT1-No(008888)-(PT-RU)
anpensus Ne Howmep PY

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

YO-cnexkmpogomomempus*

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®-cnekTphbl MOTNOIIEHUS
UCIIBITYEMOr0  pacTBopa M pacTBopa
CTaHgapTHoro  o6pasua  KeTopojaka
TpomeTamuHa B obnactu ot 200 no 400 am
UMEIOT MAaKCUMYMbl IIOTJIOIUEHUS TpH
32242 HMm.

Page2 of 7/Crp.2m3 7
Ne Test / ITokasaTtesb Results / PesyabTaTh! Specification / Hopma
2b UV- spectrophotometry™® / UV absorption spectra of the test solution | 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®-cnektpst
TIOTJIOILEHHST MCTBITYEMOro pacTBopa H
pactBopa CTaHAapPTHOTO obpasua
KeTopoJlaka TpOMETaMHHA B 00JacTH OT
200 pmo 400 HM OOMKHBL  HUMETh
MaKCUMYMBI MOTJIOILEHHUs] MU 32242 HM.

3 Clarity / Ilpo3payHocTs

The opalescence of the sample does not
exceed opalescence of  reference
suspension I. / Onanecuenuys npenapara
He NPEBBILIACT ONAJIECLEHLUIO CYCTICH3UU
cpaBHeHuMH L.

The opalescence of the sample should not
exceed opalescence of reference
suspension I. / Onanecuenuuns npenapara
He [OJDKHA NPEeBBILIATh ONaieCUEeHLUIO
CYCIIEH3UU CpaBHEHMA I.

4 Color / I1BeTHOCTB

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

0.04 ITornowmenue nomxHO GbiTh He Gonee 0,20
npu AnvHe BoNHbI 430 HM.
5 pH 72 From 6.9 t0 7.9./ Ot 6,9 no 7.9.
6 Particulate matter / Mexanu4ecKkyne BKIIOUYEHHUS
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpnmevanue: I[Ipoaykr cootBeTcTBYET TpeboBaHuaM HJT 3akniouenune: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Tonrotosneno: Pravesh ||IIpoBepeno: Rama Kant||[Tposepeno (AOK): person / Onobpeno: ObecneueHue
Rana Amit Kumar KaqecrsawaeTcraeumﬁ JIMLo: (L
X - A | f-\
, s A el el
— ey
||Date / Date / Date / Date / &M Yy (<O')_/CJ
Hata: 30.04.2026 Hara: 30.04.2026 Jara: 30.04.2026 Hara:

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

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Badd;i,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

Product : /

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

Ilpoaykr: Ketopon® (keToposiak) pacTBOp Asisi BHYTPUBEHHOTO H BHYTPHMBILIEYHOTO BBeAeHHs, 30 Mr/mi
Batch No / . V260299 Batch Quantity / . 454545 ampules /
Cepus Ne ) O0neM cepun ‘454545 amnyn
Analytical Report No / Date of Analysis /

AHanuTHYeckuil oTyer Ne : 890001878747 JaTta ananu3a : 30.04.2026

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

Jlara npou3BojacTBa Conen 1o

Mfg. License No. /

Iponsoncraenmas : MB/05/264 A s : JITI-Ne(008888)-(PT-RU)
Junensus Ne Homep PY

Analysis performed according ND / Auasus nposeaen no H/L: JIIT-Ne(008888)-(PI"-RU)-170225

Page3 of 7/ Crp.3n3 7

Ne Test / Iloka3zaTennb

Results / PesynbTaThl

Specification / Hopma

6a | Visible particles /
Bugumbie 4acTULbI

Complies / CooTBeTCTBYET

Should be absent. /
JIOJKHBI OTCYTCTBOBATS.

6b | Invisible particles /
HeBuaumele 4acTHIIBI:

i. Particles> 10 pm / 08 not more than 6000 per ampoule; /
YacTuil pasmepoM > He 6onee 6000 Ha amnyiy;
10 Mxm
ii. particles > 25 pym/ 00 not more than 600 per ampoule. /
4aCTHL, pa3MepoM > He Oonee 600 Ha ammyJny.
25 MKM
2 Impurities / IIpumecn
Impurity A / [Ipumecs A 0.10 % not more than 0.20 % / He 6onee 0,20 %;
Impurity B / [Ipumecs B Below LOD (LOD = 0.014 %) / Huxe not more than 0.50 % / ne 6onee 0,50 %;

npenena ooHapyxenus (ITO = 0.014 %)

Impurity C / Ilpumecs C

Below LOD (LOD = 0.010 %) / Huxe
npeaena odnapyxenus (I10 = 0.010 %)

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

Impurity D / [Ipumecs D

Not detected / He o6HapyxeHa

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

Remarks : The Product confirms to ND/ [Conclusion : APPROVED /
IIpumeuanue: IIpoaykt cooTBeTcTBYET TpeGoBaHusm HJJ 3akatodenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IToarotosneno: Pravesh |{I[Iposepeno: Rama Kant|{[Iposepeno (AOK): person / Ono6peno: Obecneuenue
Rana dﬁ Amit Kumar kauecTBa/OTBETCTBEHHOE JINLLO:
@;\/ A “Qumit Run AL
e (]
Date / Date / Date / Date / ‘ = ;
Hara: 30.04.2026 Hata: 30.04.2026 Hata: 30.04.2026 Hara: @(}6\4 ‘4%

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500C34, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ":‘.

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

Vill. Khol, Nalagarh Road, Badd;,
Distt, Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS .\ drreddys.com
CEPTU®UKAT AHAJIM3A

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
ITpoaykr: Ketopon™ (keToponak) pacTsop JUisi BHYTPHBEHHOIO U BHYTPHMbILLEYHOTO BBeaeHHUs, 30 Mr/mi
Batch No / . V260299 Batch Quantity / . 454545 ampules /
Cepusa Ne ’ O0beM cepun 454545 amnyn
Analytical Report No / Date of Analysis /

AnananTHyeckuii oTyer No : 890001878747 JlaTa ananuza : 30.04.2026

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028
Jara npou3BojacTBa I'onen go

Mfg. License No. /

IpoussoncTeennas : MB/05/264 LA marabex:y : JITT-Ne(008888)-(PI'-RU)
Juuensus Ne Howmep PY

Analysis performed according ND / Ananns nposegen no HJL: JITT-Ne(008888)-(PT-RU)-170225

Page4 of 7/ Crp. 4 u3 7

Ne Test / IToka3zaTesnb

Results / PesyabTaTsl

Specification / Hopma

Individual unidentified
impurity / EqunudHas

H3sinexaeMblii 00beM™

10.3ml/ 10,3 mn

0.07 % Not more than 0.20 % / He Gosiee 0,20 %,
HeuAeHTHHUIMPOBaHHas
npuMech
Total impurities / Cymma 0.2 % Not more than 1.50 % / He 6onee 1,50 %.
npumecei e
8 Extractable volume* / Not less than 10.0 ml (collectively

measured volume of 10 ampoules). /

He menee 10,0 Mn (06beM, u3MeEpeHHbI i
Ha OCHOBaHUM 00'beAUHEHHOTO
coaepxxumoro 10 ammyr).

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac
BakrepuanbHble /<=0.725 ED/mr Trometamol. / He ©6onee 5,8 ED/mr
IHIOTOKCHHBI KeTopoJiaka TpOMeTaMHHa.

10 | Sterility**/ NA Must be sterile. / JlomkeH ObITh
CrepuibHOCTb** CTEPUIBHBIM.

11 | Assay/ KonnuecTBeHHoe
onpejeeHHe

30.63 mg /30,63 Mr

From 27.0 mg to 33.0 mg of Ketorolac
Trometamol per 1 mL. / Ot 27,0 Mr 10
33,0 Mr keroposaka TpoMeramojia B 1 mi.

Remarks : The Product confirms to ND/

ITpuMeuaHnue: IIponykT cOOTBETCTBYET TpeGoBaHusIM HJL

Conclusion : APPROVED /
3akmouenune: OJOBPEHO

Prepared by /
[MoxroroeneHo: Pravesh

Rana j

Checked by /

Checked by (AQA) /

[Tposepeno: Rama Kant||[Tposepeno (AOK):

bt

Amit Kumar

Approved by: Quality Assurance/Authorized
person / Ono6peHo: ObecneueHue
kayecTBa/OTBETCTBEHHOE JIMLIO:
Cuniv gunmarl
_dn

Date / Date /
Jara: 30.04.2026

Jara: 30.04.2026

—A
> il
Date /

JHara: 30.04.2026

Date / QoYM

Hara:

Registered Gffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ":‘.

Dr. Reddy's Laboratories |.td.
Formuilation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02

CEPTU®UKAT AHAJIM3A
Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon® (keroponak) pacTBop /Uisi BHYTPHBEHHOIO M BHYTPUMBILIEUHOTO BBeieHus, 30 Mr/mi
Batch No / . V260299 Batch Quantity / . 454545 ampules /
Cepusn Ne ’ O0bem cepuu © 454545 amnyn
Analytical Report No / Date of Analysis /
AHauTHYecKHH oTYeT Ne : 890001878747 JaTta anasim3sa : 30.04.2026
Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028
J{aTa npon3BojACTBA T'ogen o
Mfg. License No. /
lpouseoncTeensan : MB/05/264 L : JITT-Ne(008888)-(PT-RU)
aunensus Ne Howmep PY

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

PageSof 7/ Crp.5mu3 7

Ne Test / ITlokazaTenn Results / PeayabTarThl Specification / Hopma

12 | Ethanol content / dTaHou 11.88 % From 10.60 % (v/v) to 13.10 % (v/v)./
Ot 10,60 % (06/06) no 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

YHNaKOBKH

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 MA B aMIyasl U3 CBETO3ALUUTHOTO
CTEKJ1a TEMHO-KOPUYHEBOTO 1[BeTa Ki1acca
I. B BepxHell 4acTu aMIyjbl HAHECEHbI
KOJIBIIO U TOUKA JUIsl paioMa. Ha ammyny
HaKJIEUBAFOT ATHKETKY.

I[To 10 ammyn BMecTe C JIMCTKOM-
BiiIanpiineM B [IBX/anmoMuHUEBbII
6nuctep. Ilo 1 6auctepy 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
Sacilities: 2, 3, 5 blisters in a carton pack.
/

[To 1 M B ammynel U3 CBETO3ALIMTHOTO
CTexJ1a TEeMHO-KOPUYHEBOTO 1IBETA Kaacca
1. B BepxHeil yacTu aMmysbl HaHECEHbI
KONBLO U To4Ka A1 padioma. Ha ammyny
HaKJIeMBAIOT 3TUKETKY.

[To 10 amnyn BMecTe € JIUCTKOM-
BKnanpimeM B [IBX/antoMunueBslit
Onucrep. Ilo 1 6nucrepy B mauky

KapTOHHYIO; 0151 cmayuoHapos: 1o 2, 3, 5
ONMCTEPOB B MauKy KapTOHHYIO.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanne: IlpogykT cooTBeTcTBYET TpeboBanusaM HJI 3aknaiouyenune: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
MMoarorosneno: Pravesh ||[Tpoeepero: Rama Kant||[Tposepeno (AOK): person / Onobpeno: Obecneuenue
Rana \uj» Amit Kumar Ka‘{eCTBa/OgBeTCTBeHHOEI\I)/I‘II{/?: 0
, s\ L R

/ Kur :
Date / Date / Date / Date / &0/{) L‘r‘o(d),()
Hara: 30.04.2026 Hara: 30.04.2026 Hata: 30.04.2026 Jara:

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

CIN: L85195AP1984PLCO0O4507
www.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formuiation 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
IIponykT: Keropon® (ketoposniak) pacTeop /il BHyTPMBEHHOIO M BHYTPUMBILIEYHOrO BBEASHHUsA, 30 Mr/mn
Batch No / . V260299 Batch Quantity / . 454545 ampules /
Cepns Ne ) O6bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /
AHanuTu4YecKHit oTueT No : 890001878747 Jlara anann3za : 30.04.2026
Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028
JlaTa npou3BoacTBa I'open 1o
Mfg. License No. /
Ipoussoncrsennas : MB/05/264 DA mstrers : JIT1-No(008888)-(PT-RU)
auneH3us Ne Homep PY
Analysis performed according ND / Ananus nposeaen nmo HJL: JITT-Ne(008888)-(PI"-RU)-170225

Page 6 of 7/ Ctp. 6 u3 7

* Tests are not performed during the stability investigation. / * MicnibiTanus He NPOBOASAT B XO/€ UCCIIEAOBAHHNS

CTabMIILHOCTH.

** Release quality control of the perfomance is carried out for every 15th batch. / ** I1pu Bbimycke npenapara
KOHTPOJIb Ka4eCcTBa IO MOKAa3aTeto MPOBOAUTCS T KaXa0H 15-0i cepu.

API name / Hanmenosanue ADC:

Ketorolac Trometamol / Ketoponaka Tpomeramon

IJIo:

INN / MHH: Ketorolac / Ketoposnak
API manufacturer batch number / JKTM0721125
Homep cepuu npousBoaurensa A®C:

FP Manufacturer API Batch number /

Homep cepuu cy6CcTaHUHH NPOU3BOAUTENSA FESA00653

API Manufactured by & country /
Ipoussoanrens ADC, crpaua:

Symed Labs Limited, India /
Caiimen J1a6c Jlumurten, Uunus

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

HaumenoBaHue, aapec, JIMUEH3Us AJI51
IIpousBoacTeenHas miomwaanka / Ilnomaaka
KOHTPpoJis KavecTsa / [lnowaaka Beimycka

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) /
H-p Peanu’c Jlabopatopuc JIta., Muaus, [TpoussoacTeeHHOE Noapas3eneHue-6,
Bunn. Kxone, Hanarapx Poyn, Bannu, Juctpuxt Conan, X.I1., 173205, Unaus

(muuen3ust Ne No MNB/05/263

Remarks : The Product confirms to ND/
IMpumeuanne: [Iponykt cooTBercTByeT TpeboBanusm HJL

Conclusion : APPROVED /
3aknwuenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IToarotoeneHo: Pravesh |[[Tposepeno: Rama Kant||[Tposepeno (AOK): person / Onobpeno: Obecnevenue
Rana \‘ Amit Kumar kayecTBa/OTBETCTBEHHOE JIUIIO:
f M e om( Rompg
/ A b
Date / Date / Date / Date / 8 00\ r{%
JHara: 30.04.2026 Hara: 30.04.2026 Hata: 30.04.2026 Hara:

Registered Gffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4500 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
Tel : 491 98166 56001-02

Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS .\ drreddys.com
CEPTUO®UKAT AHAJIN3A

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ilpoaykr: Keropon® (keToposak) pacTBop AJisi BHyTPUBEHHOTO W BHYTPHMBIIIEYHOTO BBeAeH!s, 30 Mr/mi
Batch No / . V260299 Batch Quantity / . 454545 ampules /
Cepus Ne ' O6Bbem cepuu " 454545 amnyn
Analytical Report No / Date of Analysis /
AHaguTHYecKHH oTUeT No : 890001878747 JaTa anajusa : 30.04.2026
Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028
JlaTa npou3BOACTBA T'ogen xo
Mfg. License No. /
Ipoussoacteennas : MB/05/264 g e : JITT-Ne(008888)-(PT-RU)
Juuen3us Ne Homep PY
Analysis performed according ND / Aunanns nposeaen no HL: JIH-NQ(OO8888)-(PF-RU)-170225

Page 70of 7/ Ctp. Tu3 7
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». /

3akJil0ueHHe 0 coO0TBeTCTBUHU: «HacTosiuMm s moATBepXAal0, YTO MPUBEAEHHAs Bbillle MHPOpPMALUA ABJSETCS JOCTOBEPHON U
TOYHOM. DTa cepus MPONYKUMH MpoM3BeNeHa (BKJOHYAs YMAaKOBKY (MAapKHpPOBKY) M KOHTPOJb KauyecTBa) Ha BbIIICyKa3aHHOMN
MPOU3BOACTBEHHON MUIowaAKe (Momankax) B MOJHOM COOTBETCTBMH ¢ TpeGoBaHMAMHU IlpaBuil Hajnexalluel Npon3BOJCTBEHHOM
npakTukn EBpasuiickoro 3KOHOMUYECKOTO COI03a M TpeOOBaHMAMM KOHTPOJI KayecTBa JIEKapCTBEHHBIX CPEICTB, a TaKkXkKe B
COOTBETCTBHH CO CleLM(PUKAIMAMH, COAEPKALIMMHUCS B PETUCTPALIOHHOM JIOChE CTpaHbl-UMIOpTepa. 3amKcy Mo MPOU3BOJICTBY,
VIIAKOBKE Y AQHANW3y TPOBEPCHBI, W YCTAHOBJIEHO HMX COOTBETCTBHE TpeOoBaHWAM IlpaBui Haanexameil NpOU3BOACTBEHHOM
npakTHku EBpa3uiickoro 3KOHOMHYECKOTO COK3a.
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