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CERTIFICATE OF ANALYSIS

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

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

CEPTU®UKAT AHAJIM3A
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i Product : /

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

IIpoaykr: Kertopon™ (xetoposnak) pacTBop Ajisi BHYTPUBEHHOTO W BHYTPUMBILIEYHOTO BBeieHHs, 30 Mr/ma
Batch No / . V250929 Batch Quantity / . 454545 ampules /
Cepns Ne ) O6bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /

AHamuTHuecKHi oTuer Ne

: 890001848746

JlaTta ananuza

: 29.11.2025

Date of Manufacture /

Date of Expiry /

: 1172025 : 10/2027
JlaTa npoH3BOACTBA I'onen mxo
Mfg. License No. /
IpousBoacTeenHas : MNB/05/263 MA number: / . JITI-Ne(008888)~(PT-RU)
Juuenzua Ne Homep PY ’

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

Pagelof 7/Cip. 1m37

chromatogram of test solution corresponds
to the main peak in the chromatogram of
standard solution. / BpeMms yaepxuBaHus
OCHOBHOTO TMHKA Ha XpOMaTorpamme
HCMBITYEMOIO  PAacTBOpPa COOTBETCTBYET
BpeMEHU YIEPKHUBAHUS OCHOBHOIO IIMKa
Ha XpoMaTorpaMmme CTaHAAPTHOTO
pacTtsopa.

No Test / IToka3zaTenn Results / PesynabTaTsl Specification / Hopma
1 Description / OnucaHue Clear slightly yellow color solution. / | Clear colorless to slightly yellow color
IMpospaunelii pacTBOp cBeTno-kentoro | solution. / IIpo3pauHelli pacTBop OT
LBeTa. GeclBETHOTO [0 CBETIIO-XKENTOrO LIBETA.
2 | Identification* / UneHTHdUKaALNA*
2a | HPLC*/ BOXX* 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). / Bpems  ynepkuBaHus
OCHOBHOIO [IHKa Ha XpoMaTorpaMMe
HCIBITYEMOTO pactBopa JOJIKHO
COOTBETCTBOBAThL BPEMEHH YAEpKUBaHHA
OCHOBHOIO IIMKa Ha XpOMAarorpamme

CTaHAApPTHOTO pacTtBopa (pazoen
«KoJHuecTBEHHOE ONpe/ieNIEeHUEN).

Remarks : The Product confirms to ND/

IIpumeuanue: IIponykT cooTBeTcTBYET TpeboBanmsimM HJI

Conclusion : APPROVED /
3aknwuenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) /
[ToarorosneHo: Yogesh ||[Tpoeepeno: Pravesh  |[[Iposepeno (AOK):
Chauhan Amit Kumar

7 Rana

Approved by: Quality Assurance/Authorized
person / Ompobpeno: ObecneueHue
Ka‘{eCTBa/OTBeTrTBeHHoe mijo:

¥ ~
\ 1>U

Date /
Hara: 29.11.2025

Date /

Hara: 29.11.2025

/ \
|
Date /

Hara: 29.11.2025

Date /
Hara:

f}ar—\]’w“{
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CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A

-i’roduct o/

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 8166 56001-02
www.drreadys.com

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

Ilpoaykr: Ketopon® (keroposnak) pacTeop uls BHYTPMBEHHOTO U BHYTPHUMBIILIEYHOTO BBEACHUS, 30 Mr/mn
Batch No / . V250929 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6bem cepHn * 454545 ammyn
Analytical Report No / Date of Analysis /
AnanuTHyeckHuii oTyeT Ne : 890001848746 Jarta anannza : 29.11.2025
Date of Manufacture / . 11/2025 Date of Expiry / . 10/2027
JlaTa npou3BoaAcTBa Tomen g0
Mfg. License No. /
Hpoussoncraennas : MNB/05/263 pARsmibers] : JIT-Ne(008888)-(PT"-RU)
JumeH3ua Ne Homep PY

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

Page2 of 7/Crp.2m3 7

Ne Test / Iloka3aTesb Results / PeaynbTaTsl Specification / Hopma
2b UV- spectrophotometry* / UV absorption spectra of the test solution | UV absorption spectra of the test solution
R AT and the solution of the standard sample of | and the solution of the standard sample of
) P omemp 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®-criekTphl HOMIOWEeHUss | maxima at 322 = 2 nm. / Y®-crexTpsl
HCTILITYEMOTO ~ pacTBOpa W PacTBOpa | NOMJOINEHHA HCIBITYEMOro pacTBOpa M
cTaHmapTHoro  ofpasua  keTopojlaka | pacTsopa CTaHIapTHOTO obpaszua
TpoMeTamuHa B obmacti ot 200 10 400 HM | keToposlaka TpoMeTaMMHa B 061acTd OT
HUMEIOT MakcuMyMmbl mnortomeHuss npu | 200 mo 400 HM  [OMDKHBEL  UMETh
32242 um. MaKCUMYMBbI TIOTJIONICHHA OpU 32242 HM.
3 Clarity / Ilpo3payHocTb The opalescence of the sample does not | The opalescence of the sample should not
exceed opalescence of reference | exceed opalescence of reference
suspension I. / Onanecuenuus npernapara | suspension I. / OnanecueHuus npemnapara
HE TPEBBINIAET ONANECUCHUHIO CYCIIEH3UN | He AO/KHA IPEBBILIATE ONAIECLEHIIHIO
cpaBHenus L. cycneH3un cpapaenus L.
4 Color / lIBeTHOCTD 0.04 Absorbance should be not more than 0.20
Abs at a wavelength of 430 nm. /
ITornolexnye DOMKHO OBITH HE 6onee 0,20
Tipy JuikHe BOIHBI 430 HM.
5 pH 7.4 From 6.91t07.9./0t16,9 no 7,9.
6 Particulate matter / MexaHH4YecKHe BKJIIOYEHHSA
6a | Visible particles / Complies / CooTBeTCTBYET Should be absent. /
BuauMble 4acTHIIBI JIOMmXKHBI OTCYTCTBOBATb.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Opumeuanue: IIpoaykt cooTBeTcTBYET TpeboBanwam HJL 3akmwyenune: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Moaroroeneno: Yogesh |[[Iposepeno: Pravesh [Tpoeepeno (AOK): person / Onobpeno: ObecneueHue
Chauhan ,/ Rana Amit Kumar kauectTBa/OTBETCTBEHHOE JIHILIO;
,"; - N \ A
( /~ N — |
Date / Date / Date / ) Date / Lo —_ WV(
Hara: 29.11.2025 Hara: 29,11.2025 Hara: 29.11.2025 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: L85195AP1984PLC0O04507
www.drreddys.com
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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

el - 407 99155 55001-G2
el ; +31 98156 350U

CEPTUOPHUKAT AHAJIM3A
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Product : / Ketorol” (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml )
IIpoaykr: Kertopon™ (ketoposiak) pacTBop [/ BHYTPUBEHHOTO M BHYTPHUMBILIEYHOTO BBEACHMS, 30 Mr/mn
Batch No / . V250929 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6bem cepHH © 454545 amnyn
Analytical Report No / Date of Analysis /

Anannrudecknii orger Ne : 890001848746 Jara anannza : 29.11.2025
Date of Manufacture / . 11/2025 Date of Expiry / . 10/2027
JaTa npoH3BOACTBA Tonen no

Mfg. License No. /

HponspoacThennas : MNB/05/263 MAmurbes: : JIT1-No(008888)-(PT-RU)
anuenzus Ne Homep PY

| Analysis performed according ND / Ananu3 nposegen mo HJI: JITT-Ne(008888)-(PT-RU)-170225

~ Page3of7/Crp.3m37

Ne | Test / [TokazaTenn

Results / PesyabTaTsl

Specification / Hopma

6b | Invisible particles /
Hepuaumele yaCcTUUBL:

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

ii. particles > 25 pm/ 1 not more than 600 per ampoule. /
YacCTHULL pa3MeEPOM > He 6onee 600 Ha ammyny.
25 MKM

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

Impurity B / [Ipumecs B

Below LOD (LOD = 0.014 %) / Huxe
npepena obuapyxenus (IO = 0.014 %)

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

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

Individual unidentified
impurity / EnusuyHas
HeUIeBTH(GHLIMPOBaHHAS

Below LOQ (LOQ = 0.050%) / Husxe
rpenena KOJMTMYECTBEHHOTO ONMPEACNICHUA

Not more than 0.20 % / He 60o:ee 0,20 %.

S (TIKO =0.050%)
Total impurities / Cymma 0.1% Not more than 1.50 % / He 6onee 1,50 %.
npUMecei
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanne: [Ipoaykt cooTBeTcTBYET TpebopanmsiM HJI Bakawyenune: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Moarorosneno: Yogesh ([{[Iposepeno: Pravesh ITpoeepeno (AOK): person / Onobpeno: ObecneyeHue
Chauhan ) Rana Amit Kumar /\ kagecTBa/OTBETCTBEHHOE mluo
],’ /’{./
Date / Date / Date / Date / &"’ — ,,_wy)/‘
Hara: 29.11.2025 Hara: 29.11.2025 Jata: 29.11.2025 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 4C 4200 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
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

Cg%;i‘ggﬁ?iﬁi?]lﬁ\;ils Tel : +91 €8166 55001-02
- www.drreddys.com
Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIponykr: KeTopon®™ (keToponak) pacTBOp AJisi BHYTPHBEHHOTO Y BHYTPHMBILIEYHOIO BBeAeHHs, 30 Mr/mn
Batch No / - V250929 Batch Quantity / . 454545 ampules /
Cepust Ne ) O6bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /
AnanuTuyeckHuii oTuer No : 890001848746 Harta anannza : 29.11.2025
Date of Manufacture / . 11/2025 Date of Expiry / . 10/2027
Jata npon3BoACTBa T'oxen no
Mfg. License No. /
Ipoussoncraennas : MNB/05/263 VA mumbers : JI1-Ne(008888)~(PT"-RU)
Junen3Hsa Ne Homep PY

| Analysis performed according ND / Anayns nposenes mo HJI: JIIT-Ne(008888)-(PI'-RU)-170225

Paged4 of 7/ Crp. 4 n3 7

[ Ne Test / Iloka3zaTenb

Results / PesyabTaTsl Specification / Hopma

8 Extractable volume* /
HsBnekaeMblii 06bem*

10.3 ml/ 10.3 mn Not less than 10.0 ml (collectively
measured volume of 10 ampoules). /

He menee 10,0 ma (06beM, M3MepeHHBIH
Ha OCHOBAHWMH 00BEAUHEHHOTO
comepskumoro 10 amryi).

onpeae/ieHne

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac
BakrepuajbHbIe /<=0.725 EQ/Mr Trometamol. / He 6onee 5,8 ED3/Mr
IHIOTOKCHHBI KeTopoJiaka TpOMeTaMKHa.

10 Sterility** / NA Must be sterile. / JlomkeH 6bITh
CrepuiabHOCTB** CTEpUNbHBIM.

11 | Assay/ KoanyecTBeHHOe 30.04 mg / 30.04 mMr From 27.0 mg to 33.0 mg of Ketorolac

Trometamol per 1 mL. / Ot 27,0 Mr g0
33,0 Mr KeTOpOJIaKa TpoMeTaMoia B 1 MiL.

12 Ethanol content / DTanoa

11.65 %/ 11.65 % From 10.60 % (v/v) to 13.10 % (v/v)./
Ot 10,60 % (06/06) o 13,10 % (06/06).

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

IIpumeuanue: Ilpoaykt cooTBeTcTBYET TpeboBaHWAM HJJ 3akmouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Togrotoeneno: Yogesh ||[Tposepeno: Pravesh [Tposepeno (AOK): person / Opobpeno: ObecneueHue
Chauhan V _. Rana / Amit Kumar kauecTsa/OTBeTCTBEE {oe JIo:
) _ y A b
L~ 5 N y

Date /

Hara: 29.11.2025

Date /
THara: 29.11.2025

Date / Date /
Hara: 29.11.2025 Jara:

v—L"‘.{‘
np ~

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

Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

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

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

IpoaykrT: Ketopon® (keToponax) pacTBop Ui BHyTPUBEHHOTO H BHYTPUMBIIIEYHOTO BBeAeHHs, 30 Mr/mMn |
Batch No / . V250929 Batch Quantity / . 454545 ampules /
Cepns Ne ) O6beM cepuH " 454545 ammyn
Analytical Report No / Date of Analysis /

AHannTHYecKHi oTaeT Ne : 890001848746 Harta ananuza : 29.11.2025

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

JaTa npou3BojcTBA I'onen 1o

Mfg. License No. /

Hpoussoncreennas : MNB/05/263 WA number( : JITI-Ne(008888)-(PT-RU)
aunensus Ne Homep PY

| Analysis perfo_rmed according ND / Auann3 nmposenen mo HJI: JITT-Ne(008888)-(PI-RU)-170225

Ne Test / Iloxa3zaTesnn

Results / Pe3yabTaThl

PageSof 7/Crp.Sm3 7

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. /

ITo 1 Mn B amMmyJsibl U3 CBETO3alUTHOTO
CTeKJIa TEMHO-KOPMYHEBOTO [IBETA KiTacca
I. B popxiioli "100TII aMIYILL 11QIIOCQIILI
KOJIBIIO M TOYKa sl pa3noMa. Ha amnyny
HaKJIEUBAIOT 3THUKETKY.

ITo 10 ammyn BMecTe ¢ JIMCTKOM-
BKmaapimeM B [IBX/amoMHHHEBBI
6nucrep. Ilo 1 6muctepy B mHaudky
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.
/

/
ITo 1 M B aMIynbl W3 CBETO3AIIMTHOTO
CTEKJIa TEMHO-KOPUYHEBOTI'O 1IBETA KJlacca
I. B BepxHel yacTU aMIlyJIbl HaHECCHBI
KOJBIIO ¥ TOYKa AJiA pasioMa. Ha ammymny
HaKJIeUBAIOT 3TUKETKY.

Ilo 10 ammyn BMecCTe C JIUCTKOM-
BKiagpimeM B [IBX/amoMuHHEBBIH
6nucrep. Ilo 16mucrepy B madky
KapTOHHYIO; O/l CmayuoHapoe: 1o 2, 3, 5
6JTHCTEPOB B Mauky KapTOHHYIO.

* Tests are not performed during the stability investigation. / * cnbiTanus He NpOBOAST B XOI€ UCCIICAOBAHUS

CTaOUIIBHOCTH.

** Release quality control of the perfomance is carried out for every 15th batch. / ** IIpu Bbimycke npenapara

KOHTPOJIb Ka4ECTBA IO MOKA3aTeIO IPOBOAUTCS [yl KX 10H 15-0 cepun.

Remarks : The Product confirms to ND/

Dpumeyanne: IponykT cooTBeTcTBYET TpeboBanmsaM HJI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

//l('
7

Prepared by / Checked by / Checked by (AQA) /
[Moarotosneno: Yogesh [|ITposepeno: Pravesh  [(TIposepeno (AOK):
Chauhan '

Rana % Amit Kumar \

Approved by: Quality Assurance/Authorized
person / Omo6peno: ObecneueHune
kauecTBa/OTBETCTBEHHOE JTHIIO; )

“ | 517”&

Date /
Tlara: 29.11.2025

Date /

Hara: 29.11.2025

Date /
Hara:

Date /
Iara: 29.11.2025

\H/'Bb A ety

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




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

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

CEPTU®UKAT AHAJIU3A

Tel: +91 8166 56001-02

www.drreddys.com

Product : /

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

[ aauen3zua Ne

Ilpoaykr: Ketopon®™ (keToposak) pacTeop Al BHYTPHBEHHOrO ¥ BHYTPUMBILIEUHOrO BBe/IeHUs, 30 Mr/Min |
Batch No / . V250929 Batch Quantity / . 454545 ampules /
Cepusa Ne ) Oo61nem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /
AnanuTndeckHii oTyer Ne : 890001848746 Jara anananza : 29.11.2025
Date of Manufacture / . 11/2025 Date of Expiry / . 10/2027
JlaTa npou3BOACTBA I'onen no
Mfg. License No. /
Hpoussoncteenmas : MNB/05/263 MA number: : JITI-Ne(008888)~(PI-RU)
Homep PY

EAnalysis performed according ND / Ananuz nposeseH mo HI[ JITT-Ne(008888)-(PI"-RU)-170225

Page 6of 7/ Cip. 6 u3 7

I API name / HanmenoBaune A®C:

Ketorolac Trometamol / KeToposaka TpoMeTaMmol

j) Lo

INN/MHH: Ketorolac / Ketoponak
API manufacturer batch number / K TMO0320625
Howmep cepun nponseoaurenst AQC:

FP Manufacturer API Batch number /

Homep cepuu cybcTaHuum npou3BoauTe st FESA00395

API Manufactured by & country /
Iponseoantens A®C, crpana:

Symed Labs Limited, India /
Caiimen JIaoc JIumuten, Uagus

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

HawmeHoBaHuUe, aapec, THLEH3US 1J151
IMpounseoacreennas naowaaka / [lnomagka
KOHTPOJIs1 kauecTBa / [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) /
O-p Pennw’c JlaGopatopuc JIta., Uunus, [IpousBoacTBeHHOE MOApaseIeHue-6,
Bumn. Kxons, Hanarapx Poyn, Banau, Quctpukt Conan, X.I1., 173205, Maaus

(muuenzus 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». /

3akno4yeHue 0 cooTBeTcTBUU: «HacToAWuM 5 MOATBEPXKAAKD, UTO IIPUBCACHHAA BbILIC I/IHq)OpMaLlH}I ABJIACTCA IlOCTOBCpHOﬁ H

Remarks : The Product confirms to ND/
[Ipumeuanue: [IpoaykTt cooTBeTCTBYET TpeboBanmam HJL

Conclusion : APPROVED /
3akmouenue: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
ITonrorosneno: Yogesh [[[IpoBepero: Pravesh [Tposepeno (AOK): person / Ono6peno: Obecneyenne
Chavhan Rana 2 Amit Kumar g kauecTBa/OTBETCTBEHHOE nuno:,
/ ,/ - ( ) o
‘ ./ Z /\ -— w g
Date / Date / Date / Date / . '}u e A
Hata: 29.11.2025 Jara: 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
CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-5

Vill. Khol, Naiagarh Road, Baddi,

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

CEPTUD®UKAT AHAJIN3A

- Lo ot e

f [ arayate B a ]
FET DDA DA Shuv -l

www.drreddys.com

_ Product : /

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

AHanuTHYecKHH oTyeT Ne

: 890001848746

JlaTa ananu3za

poaykr: Ketopon® (keToponak) pacTBop /i BHYTPHBEHHOIO ¥ BHYTPHMBILIEYHOro BBeaeHus, 30 mr/mn
Batch No / . V250929 Batch Quantity / . 454545 ampules /
Cepust Ne ) O6bem cepHH 454545 amnyn
Analytical Report No / Date of Analysis /

: 29.11.2025

Date of Manufacture /

Date of Expiry /

JuneHsus Ne

Homep PY

: 11/2025 : 1072027
|IaTa npou3BOACTBA T'onen go
Mfg. License No. /
IponssoAcTBennas . MNB/05/263 e . JIM-Ne(008888)-(PT-RU)

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

Page 7of 7/ Crp. 7 u3 7

TOuHOM. DTa cepus NpPOAYKUWH NpOW3BEAECHZ (BKJIIOYAs YNAKOBKY (MapKHpOBKY) M KOHTPONb KauecTBa) Ha BblLIEYKa3aHHOM
NPOU3BOACTBEHHON TIOAAKe (IUIOLIAafKaX) B NOJHOM COOTBETCTBUM ¢ TpeGoBaHMAMU [IpaBun HalJexKaled NPOU3BOACTBEHHOM
NpakTUKH EBpa3suMCcKOro SKOHOMUYECKOTO COK3a U TpeOOBaHUAMHM KOHTPOJISL Ka4yecTBa JIEKAPCTBECHHBIX CPENCTB, a TaKke B
COOTBETCTBUH CO CIELM(PHKAIMAMH, CONEPKANNAMUCS B PETHCTPALIIOHHOM JOChE CTPaHbI-MMIIOPTEpa. 3alucH 10 MPOU3BOJCTBRY,
YIAaKOBKE Y aHAIW3y MPOBEPEHBI, ¥ YCTAHOBJIEHO WX COOTBETCIBUC Tpebomanusm IlpaBun Hajjexawedl Npou3BOACTBEHHOM
npakTuky EBpaznifckoro 3kOHOMHYECKOTO COKO3ay.

Remarks : The Product confirms to ND/
IMpumeyanne: IIpoayKT COOTBETCTBYET

TpeGosanusmM HJJ

Conclusion : APPROVED /
Jaouenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IMoxrotosneno: Yogesh ||IIpoBepeHo: Pravesh [Tposepeno (AOK): person / Omobpeno: Obecneuenue
Chauhan / Rana Z Amit Kumar kavyecTsa/OTBCTCTBEHHOE JIHLO;
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