Dr.Reddy’s ‘g"

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A

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

Vill. Khol, Nalagarh Road, Baddi,
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

IIpoaykT: Ketopon® (keToponak) pacTBop [Uisi BHYTPUBEHHOTO U BHYTPUMBILIEYHOTO BBeAeH s, 30 Mr/mMi
Batch No / . V260343 Batch Quantity / ., 454545 ampules /
Cepus Ne ) Oobem cepuu " 454545 amnyn
Analytical Report No / Date of Analysis /

AHanurHdeckuii oTuet Ne : 890001881084 JaTta anaausa : 13.05.2026

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028
JlaTta npou3BoAcTBa I'onen oo

Mfg. License No. /

Ipoussojcreennas : MB/05/264 Lol : JITI-Ne(008888)-(PT-RU)
Junensus Ne Homep PY

Analysis performed according ND / Ananus nposegen mo HJI: JIIT-Ne(008888)-(PI'-RU)-170225

Page10of 7/Crp.1u37

Ne Test / Iloka3zaTennb Results / Pe3yabTaThbl Specification / Hopma
1 Description / OnucaHue Clear colorless solution. / Ilpospaunwiii | Clear colorless to slightly yellow color
OeclBETHbBIH pacTBOP. solution. / [IIpo3pauHbiii pacTBOp OT
0ECLIBETHOIO 10 CBETIIO-XKEJITOTrO [BeTa.
2 | Identification* / UnenTHdnrauus™
2a | HPLC*/ BOXKX* The retention time of the main peak in the | The retention time of the main peak in the

chromatogram of test solution corresponds
to the main peak in the chromatogram of
standard solution. / Bpemst ynepuBaHus
OCHOBHOTO IMKa Ha XpOMarorpamme
HCMBITYEMOTO PAacTBOpPa COOTBETCTBYET
BpPEMEHH YIep)KUBaHHA OCHOBHOIO IHKa
Ha XxpoMmarorpamme CTaHIapTHOTO
pacTBopa.

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

section). / BpeMs  yzpepxuBaHus
OCHOBHOTO THKa HAa XpoMaTorpamme
HCTIBITYEMOr0 pacTtBopa JOJIKHO

COOTBETCTBOBATb BPEMEHH YIEP KUBaHUS
OCHOBHOTO TMMKa Ha Xpomarorpamme
CTaHOAPTHOTO pacTBopa (pazmen
«KonniecTBeHHOE onpenesieHue»).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeuanue: IIpoaykr cootBeTcTByeT TpeboBanmsm HJI 3akmouenune: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[MonroToeneno: Vishal [Tposepeno: Pardeep [TporepeHo (AOK): person / Opobpeno: ObecneueHue
Sharma Kumar | Amit Kumar kayecTBa/OTBETCTBEHHOE JIULIO:
]

Q/ . g Swvad
Date / Date / Date / Date / &n :
Hara: 13.05.2026 Jara: 13.05.2026 Hara: 13.05.2026 Hara: %e‘o ,)Q) EJ

\ 7

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
www.drreddys.com

CEPTUPHUKAT AHAJIM3A
Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml]
Ipoaykt: Keropon® (keToposak) pacTBOp /Ul BHYTPMBEHHOTO W BHYTPHUMBIIIEYHOrO BBeAeHMs, 30 MI/mMi
Batch No / . V260343 Batch Quantity / . 454545 ampules /
Cepusi Ne ) O0nem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /
AHasuTHYeCKHI oT4eT No : 890001881084 Jara ananusa : 13.05.2026
Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028
JaTa npon3BoacTBa Togen go
Mfg. License No. /
Hponseoactaennas : MB/05/264 e it Ll : JITI-Ne(008888)-(PI-RU)
auneH3ust Ne Homep PY

Analysis performed according ND / Ananu3 nposeaen no HJI: JIIT-Ne(008888)-(PI'-RU)-170225

Page2 of 7/ Crp.2 u3 7

No Test / ITokazaTesib

Results / Pe3yabTaThl

Specification / Hopma

2b UV- spectrophotometry* /

Y@-cnexkmpodomomempus*

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®-cnexTpbl NOrNOILEHNSA
UCIILITYEMOTO  pacTBopa H  pacTBopa
cTaHgapTHOro  ofpasua  KeTopoJaka
TpoMmetamuHa B obnactu oT 200 no 400 HM
HUMEIOT MaKCUMYMBI MOTJIOIICHUS [IPU
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. / Y®-cnekTphl
NOIJIOLIEHHS HCIBITYEMOro pacTBopa U
pacTBoOpa CTaHIApPTHOTO obpasua
KeTOposlaka TpoMeTaMHHa B 004acTH OT
200 po 400 HM JOMKHBI  UMETh
MaKCHMYMBI IIOINIOLIEHUs [IpY 32242 HM.

3 Clarity / Ilpo3pauHocThb

The opalescence of the sample does not
exceed opalescence of  reference
suspension I. / Omanecuenuys npenapara
He MpeBbILAeT ONAJIECHEHINIO CYCHEH3UU
cpaBHeHus I

The opalescence of the sample should not
exceed opalescence of reference
suspension I. / Onanecuenuus npenapara
He JIOJDKHA MPEBBIILATS OTaIeClEHIIHI0
CYCIIEH3UH cpaBHeHUA 1.

4 Color / LIBeTHOCTB Absorbance should be not more than 0.20
0.04 Abs at a wavelength of 430 nm. /
’ ITornomenue gonxHo OuITh He Goee 0,20
npH AauHe BoJHb! 430 HM.
5 pH 7.2 From 6.9 to 7.9./ OT1 6,9 no 7.9.
6 Particulate matter / MexaHHYecKHe BKIIOYEHHST -
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: [IpoaykT coorBeTCTBYET TpeboBanusm HJJ 3akarouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[MoaroTosneno: Vishal [Tpoeepeno: Pardeep [Mposepeno (AOK): person / Onobpeno: Obecneuenue
Sharma Kumar Amit Kumar kauecTBa/OTBETCTBEHHOE JINLO:
A
m | /\ e LupaM)
L A
Date / Set Date / Date / Date / A
Jata: 13.05.2026 Hara: 13.05.2026 Jara: 13.05.2026 Jara: S ‘“)'Q‘)
= 2N o

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: LB5195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s Q‘g‘

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
www.drreddys.com

CEPTU®UKAT AHAJIN3A
Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Ketopon® (KeToponak) pacTsop JUisl BHYTPUBEHHOIO M BHYTPUMBILIEYHOTO BBEIEHHS, 30 Mr/Mi1
Batch No / . V260343 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6beM cepnu " 454545 amnyn
Analytical Report No / Date of Analysis /
AnajgnTHyeckuii oTuet Ne : 890001881084 Jara aHan3a : 13.05.2026
Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028
Jata npousBoacTBa T'oxen o
Mfg. License No. /
IponsBoacTeennas : MB/05/264 MA number: / : JIT-Ne(008888)-(PT-RU)
auuensus Ne Homep PY

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

Page3 of 7/ Crp.3m3 7

Ne Test / ITokasaTens Results / Pe3yn1bTaThl Specification / Hopma
6a | Visible particles / Complies / CooTBETCTBYET Should be absent. /
Bunumslie gacTULp] JlOJKHBL OTCYTCTBOBATS.
6b | Invisible particles /
HeBuanMsble yacTHLBL:
i. Particles> 10 pm / 00 not more than 6000 per ampoule; /
YacTuu pazsmepom > He Oonee 6000 Ha aMmmyiny;
10 MkM
il. particles > 25 ym/ 00 not more than 600 per ampoule. /
YacTHUL] pasMEPOM > He Gonee 600 Ha ammyny.
25 MKM
7 Impurities / Hpumecu7
Impurity A / Ilpumecs A 0.09 % not more than 0.20 % / He 6osee 0,20 %;
Impurity B / [Ipumecs B Not detected / He oGHapyxeHa not more than 0.50 % / He 6onee 0,50 %;
Impurity C / IIpumecs C Below LOD (LOD = 0.010 %) / Huxe not more than 0.50 % / ne 6onee 0,50 %;
npenena odbHapyxeHus (ITO = 0.010 %)
Impurity D / ITpumecs D Not detected / He o6Hapyxena not more than 0.20 % / ne Gonee 0,20 %.

Remarks : The Product confirms to ND/
IMpumeuanue: [IpoaykT cooTBeTcTBYET TpedoBanuam HJJ

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[oarororneno: Vishal [Tposepeno: Pardeep [Tposepeno (AOK): person / Onobpeno: Obecnevuenue
Sharma Kumar Amit Kumar KauecTBa/OTBETCTBEHHOE JIULIO:
} e u\
A — a &M\\J ﬂ’
b o ‘ a)
Date / Date / Date / Date / {’ %
Jara: 13.05.2026 Jara: 13.05.2026 Jara: 13.05.2026 Hata: \\-l(o, r),o
_ — : < ==y

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: L85195AP1984PLCO04507
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:+9198166 56001-02

CEPTU®UKAT AHAJIM3A www.drreddys.com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon® (keroposnak) pacTBop Ajis BHYTPUBEHHOTO ¥ BHYTPUMBIIIEYHOTO BBEACHHUS, 30 MI/Ma
Batch No / . V260343 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /

Aunamuruyecknii oTuer Ne : 890001881084 JaTa ananu3a . 13.05.2026

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

Jara mpou3sojcTBa TI'onen no

Mfg. License No. /

Hpouasoncraennas : MB/05/264 ST ORS¢ : JI-Ne(008888)-(PT-RU)
auuen3us Ne Homep PY

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

Page4of7/Crp.4mn37

U3snexaemslii 00bemM*

No Test / Iloka3zaTens Results / PesynbTaTsi Specification / Hopma
Individual unidentified
EIPURITY/ ENEIRE Below LOQ (LOQ = 0.050 %) / Huxke Not more than 0.20 % / He Gonee 0,20 %,
HeUACHTUGULMPOBAHHAS
— npeliena KONMYECTBEHHOTO OTpeieSieH s

(TTKO = 0.050 %)

Total impurities / Cymma 01% Not more than 1.50 % / He Gonee 1,50 %.
npuMecei s

8 Extractable volume® / Not less than 10.0 ml (collectively

measured volume of 10 ampoules). /
10.3 ml/ 10,3 Mmn He menee 10,0 M (06beM, U3MepeHHbBIH
Ha OCHOBaHHU 00beAUHEHHOTO
conepxumoro 10 ammnyn).

onpeacyieHue

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac
BbakTtepHa/bHble /<=0.725 E3/mr Trometamol. / He 6onee 5,8 ED/mr
IHAOTOKCUHBI KeTopoJiaka TpOMEeTaMHHa.

10 Sterility** / NA Must be sterile. / Jlomken ObITh
CrepuabHOCTHL** CTCPUJIBHBIM.

11 | Assay/ KoaunyecrBenHoe 29.68 mg /29,68 mr From 27.0 mg to 33.0 mg of Ketorolac

Trometamol per 1 mL. / Ot 27,0 Mr no
33,0 Mr keToponaka TpoMeTamoJa B 1 M.

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

- >

ITpumeuanmue: IIpogykT coorBercTBYeT TpeGoBaHMAM HJL 3akmoyenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Toarotorneno: Vishal  ||[Iposepeno: Pardeep  [|IIpoBepeno (AOK): person / Omo6peno: Obecrieyenue
Sharma Kumar Amit Kumar kadecTBa/OTBETCTBEHHOE NULLO:
P ; N uvAs|
—
— y A
Date / Date / Date / Date / 4 S/’
Jara: 13.05.2026 Hara: 13.05.2026 Hara: 13.05.2026 Hara: ) \'_'(0 ,\Q)’(o
— — — — —— ¥ = - =

—

Registered Office: 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 ":’.

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
www.drreddys.com

CEPTUPHUKAT AHAJIMU3A
Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keToposax) pacTBop /il BHYTPMBEHHOrO W BHYTPUMBIILIEYHOTO BBEACHHS, 30 Mr/mi
Batch No / . V260343 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /
AHanuTH4yeckuii oTyer Ne : 890001881084 JlaTa ananu3a : 13.05.2026
Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028
JaTra npoun3BoacTea Conen go
Mfg. License No. /
Hpoussoxcraennas : MB/05/264 L ST : JIT1-Ne(008888)-(PT-RU)
JuneH3us Ne Howmep PY

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

PageSof 7/Crp.S5u3 7

Ne Test / IlokazaTenn Results / PesyabTaTsl Specification / Hopma

12 | Ethanol content / ITaHon 11.92 % From 10.60 % (v/v) to 13.10 % (v/v)./
Ot 10,60 % (06/06) mo 13,10 % (06/00).

13 | Packaging / Onucanne 1 mL in class I light-shielding dark amber | 1 mL in class I light-shielding dark amber

YIIaKOBKH

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. /

Ilo 1 mn B aMiynbl U3 CBETO3ALIUTHOIO
CTEKJIa TEMHO-KOPMYHEBOTO [IBETA KJIacca
I. B BepxHel 4acTH amnyibl HAHECEHBI
KOJIBLIO M TOYKa A7 pasioma. Ha amnyny
HaKJIEUBAIOT ITHKETKY.

I[lo 10 aMmyn BMecTe € JMCTKOM-
Bkiangeimem B [IBX/amomMunueBsiii
6muctep. [lo 1 Gmuctepy 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 M B aMITysIbl U3 CBETO3ALLUTHOTO
CTEXJIa TEMHO-KOPHYHEBOTO LBETA KJiacca
[. B BepxHeil 4acTH aMITy/ibl HAHECEHBI
KOJIBLIO M TOYKa JUis pa3noma. Ha amnyny
HaKJIEUBAIOT 3THKETKY.

[To 10 ammyn BMecTe C JIUCTKOM-
BrIafpilieM B [IBX/amoMuHHEBbIH
onuctep. [lo 10nucrepy B mauky
KapTOHHYIO; 07151 CIAyuoHapos: 1o 2, 3, 5
OHCTEpOB B NMAYKY KAPTOHHYIO.

Remarks : The Product confirms to ND/

IIpumeuanue: TIpoaykt cooTBeTCTBYET TpeboBaHusam HJL

[Conclusion : APPROVED /
3aknwyenne: OJJOGPEHO

Prepared by / Checked by /

[ToaroTosneno: Vishal

Sharma
N

[Tpoepeno: Pardeep

Kumar f

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

4

et

Approved by: Quality Assurance/Authorized
person / Onobpeno: Obecrieyenne
kayecTBa/OTBETCTBEHHOE JIULIO:

SHIVAM]
N

Date / Date /

Hara: 13.05.2026

Jara: 13.05.2026

f\ &
N
Date /

Hara: 13.05.2026

Date /
Hara:

(WSt

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




Qe Dr. Reddy's Laboratories Ltd.
) El6) Formulation Unit-6
DI'. Reddy S ‘,. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

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

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keToposiak) pacTBOp /jisi BHYTPHBEHHOTO U BHYTPUMBILIEYHOTO BBeAeHHM:, 30 Mr/mi
[Batch No / . V260343 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /
AHaauTHYeCKHIH oTYeT No : 890001881084 Jara ananuza : 13.05.2026
Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028
JaTta npon3BoacTea T'ogen go
Mfg. License No. /
Ipoussoncraentas : MB/05/264 L U] : JITI-Ne(008888)-(PT-RU)
aunensusa Ne Howmep PY

Analysis performed according ND / Anann3 nposeaen no HJI: JITT-No(008888)-(PI"-RU)-170225

Page 6of 7/ Ctp. 6 m3 7
* Tests are not performed during the stability investigation. / * McneiTaHus He IpOBOAT B XO/Ie UCCIIEI0BAHMS
CTaOHIILHOCTH.

** Release quality control of the perfomance is carried out for every 15th batch. / ** [1pu Beinycke npenapara
KOHTPOJIb Ka4uecTBa M0 M0Ka3aTeJlo MPOBOAUTCS T Kaxao# 15-0i cepuu.

API name / Haumenosanune A®C: Ketorolac Trometamol / Ketoponaka TpoMeTamon

INN / MHH: Ketorolac / KeToponak

API manufacturer batch number /

2KTM066112
Howmep cepun npoussoaurtens A®C: ool125
FP Manufacturer API Batch number /
Homep cepun cyOcTaHUMH NPOU3IBOAUTEJIS FETA00132
I'JI®:
API Manufactured by & country / Symed Labs Limited, India /
IIpoussoautens ADC, erpana: Caiimen Jla6c JIumuren, Unaus

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

HaumenoBaHue, aapec, JIMUEH3HS AJIs
IIpounssoacTeenHas miaomanka / Ilnomwanka

KOHTPOJIsI KavyecTBa / [lnomaaxa 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) /
I-p Penau’c Jlabopatopuc JIta., Muaus, [IpousBoacTeeHHOE TOApa3eneHne-6,
Bunn. Kxons, Hanarapx Poyn, bagnu, Juctpuxt Conan, X.I1., 173205, Unaus
(muen3us Ne No MNB/05/263

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Mpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBaHusiM HJJ 3aknwuenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[ToarorosneHo: Vishal [Tpoeepeno: Pardeep [Tporepeno (AOK): person / Onobpeno: ObecneueHue
Sharma ) Kumar Amit Kumar KauecTBa/OTBETCTBEHHOE IHLIO:

R T = S

e = -

Date / Date / Date / Date /
Hara: 13.05.2026 Jara: 13.05.2026 Hara: 13.05.2026 Jara: (\l

Registered Office: 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



Qe Dr. Reddy's Laboratories Ltd.
b/ o@ Formulation Unit-6
Dr. Reddy S !.’ Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

CERTIFICATE OF ANALYSIS ~ Tel : +91 98166 56001-02
CEPTU®UKAT AHAJIM3A  Www.drreddys.com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoaykr: Keropon® (ketoponak) pacTop i BHYTPUBEHHOIO U BHYTPUMBILIEYHOTO BBEeACHUA, 30 Mr/mi
Batch No / . V260343 Batch Quantity / . 454545 ampules /
Cepusa Ne ) O0BeM cepun ' 454545 amnyn
Analytical Report No / Date of Analysis /

AnpamuTudeckuit oTyer Ne : 890001881084 JlaTa anajn3za : 13.05.2026

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

JlaTa mpoun3BoacTBa TI'ogen no

Mfg. License No. /

Ipoussoxcrnennas : MB/05/264 MA number: / : JIT1-No(008888)-(PT-RU)
Jaunensus Ne Homep PY

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

Page 7of 7/ Ctp.7 n3 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». /

3ak/o4yenne 0 COOTBETCTBMM: «HacToAlMM A NOATBEPXAAK0, YTO MPHBEACHHASA Bbille HHGOPMALMA ABNAETCS NOCTOBEPHOI M
TOYHOM. DTa cepvs NMPOAYKUMM IpousBeleHa (BKIIOYas yMaKoBKY (MapKUMpOBKY) M KOHTPOJb KayeCTBa) HA BbILIEYKA3aHHON
TPOM3BOACTBEHHOI TuTOIIaAKe (IUIOIIAAKAX) B NOJHOM COOTBETCTBUH ¢ TpeGosanmamu [IpaBmil Hajuiexkaluel NPOU3BOACTBEHHOM
NpPaKTUKH EBpasuiicKOro >KOHOMMHYECKOTO €OKXO3a ¥ TPeOOBAHMAMU KOHTPOJIA KadecTBa JIEKADCTBEHHBIX CPEICTB, a TaKkKe B
COOTBETCTBHM CO CHEUMPUKALMAMU, COAEPKAIIUMUCA B PETUCTPALIMOHHOM JI0Ch€ CTPaHBI-UMIIOPTepa. 3allUCH MO MPOU3BOJCTBY,
YNIAaKOBKE M aHaNu3y IIPOBEPEHBI, W YCTAHOBJIEHO HX COOTBETCTBUE TpeboBaHusM IIpaBun Hamnexarieidl NPOM3BOACTBEHHOM
NpakTHKH ERpasniiCKOro 3kOHOMHYECKOTO CO03a».
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