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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIN3A

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

Vili. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P., 173 205, INDIA
Tei : +91 98166 56001-02
www.drreddys.com

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

JauneHsna Ne

Ipoxykr: Kertopon™ (ketoposnak) pacTBOp Ul BHYTPHBEHHOTO M BHYTPUMBILIEYHOrO BBeAeHHs, 30 Mr/ma

Batch No / . V251012 Batch Quantity / _ 454545 ampules /

Cepus Ne ) O6nbem cepun * 454545 amnyn

Analytical Report No / Date of Analysis /

AnanwTHyeckuii oTuet Ne : 890001855162 JlaTa aHaau3a : 30.12.2025

Date of Manufacture / . 12/2025 Date of Expiry / . 11/2027

JaTta mipon3BoacTBa I'open no _—

Mfg. License No. /

Hpou3BoxcTentas : MNB/05/263 pLA duiher: : JI-Ne(008888)~(PT'-RU)
Homep PY

Analysis performed according ND / Anann3s npoeenen mo H/: HH-N9(008888)-(PF-RU)-1702@5

Pagelof 7/Crp. 137

Ne Test / Iloka3zaTenn

Results / PesynsTaTh!

Specification / Hopma

1 Description / Onucauue

Clear colorless solution. / ITpospauHslit
OecLIBETHBIN PacTBOp.

Clear colorless to slightly yellow color
solution. / IlpospauHslii pacTBOp OT
6ecUBETHOr0 [0 CBETIO-XKEINTOIO LIBETA.

2 | Identification* / UnenTndpukauusa*

2a | HPLC*/B2XX*

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
OCHOBHOI'O IMKa Ha XpoMarorpamme
HCTIBITYEMOrO pacTBOpa COOTBETCTBYET
BPEMEHH YIEPXKUBAHUSI OCHOBHOTO IHKA
Ha XpOMaTorpamme CTaHJAPTHOTO
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). / Bpema  ynepxuBaHUA
OCHOBHOrO NHMKa Ha XpoMaTorpamme
HCTIBITYEMOTO pacTBOpa DOJIXKHO

COOTBETCTBOBATh BPEMEHHU YAEPKUBAHHA
OCHOBHOTO TMHKa Ha XpoMaTorpamme
CTaHAApTHOTO pacTsopa (pazgen
«KonnuecTBEHHOE OMNpeeNieHUE»).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: Ilpoaykt coorBeTcTBYeT TpeboBanuam HJ Jarknwouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[ToaroToBieno: [Tposepeno: Pardeep [Mposepeno (AOK): person / Onodpeno: Odecnedenne
Ramakant T\ [|Kumar Amit Kumar KkauecTBa/OTRETCTBEHHOE JIHIIO:
| i L <
Date / ' Date / Date / Date / 3 § 01 ) 40
Hara: 30.12.2025 [MaTa: 30.12.2025 Hara: 30.12.2025 Hara:

Registered Office: 8-2-3327, Road No. 3, Banjara Hills, Hyderabad - 5000234, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@crreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd

Formulation Unit-6
vill. Khol, Nalagarh Road, Badd,

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIM3A

Distt. Solan, H.P., 173 205, INDIA
Tal: +Q1 88164 56001-02
www.drreddys.com

Produ_& Y

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

IIpoaykr: Keropon™ (keToponak) pacTsop ajisi BHYTPUBEHHOTO M BHYTPUMBIIIEYHOrO BBeACHUS, 30 Mr/ma |
Batch No / . V251012 Batch Quantity / . 454545 ampules /

Cepuss Ne ) O6bem cepun " 454545 amnyn

Analytical Report No / Date of Analysis /

AHandTHYecKHH oTUeT No : 890001855162 Jara anannsa : 30.12.2025

Date of Manufacture / . 12/2025 Date of Expiry / . 11/2027

JaTa pIpoH3BOACTBA TI'ogen no

| Mfg. License No. /
Hponsoncraennas : MNB/05/263 SR : JIT1-Ne(008888)-(PT-RU)
aupneH3nd Ne Homep PY

Analysis performed according ND / Anasnn3 nposenen mo HJI: JITT-Ne(008888)~(PI'-RU)-170225

Page2of 7/Crp. 23 7

Ne Test / IlokasaTenn Results / Pe3yabTaThl Specification / Hopma
" 2b '_IJV-Eect;'oﬁhotome}U)* / lov absorption spectra of the test solution | UV absorption spectra of the test solution
Va-cnexmpogpomonempus* and the solution of the standard sample of | and the solution of the standard sample of
P P 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®-cniekTpsl nornolieHust | maxima at 322 + 2 nm. / Y D-crekTpsl
UCOBITYEMOr0  pacTBOpa M pPacTBOpa | MOMJIOIIEHHS HMCIBITYEMOT0 pacTBopa H
CTAHZApTHOro  ofpasua  KeTopojiaka | pacTBopa CTaHAApPTHOTO o6pasua
TpomeramMuHa B obsactr ot 200 0 400 HM | KeToponaka TpOMETaMHHA B OOJNACTH OT
HUMEIT MaKCHMyMbl mommomleHHss npu | 200 po 400 HM JOMKHBI HMETh
32242 uMm. MaKCHMYMBI IOTTOILEHUs PH 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. / Onanecuenuust npenapara | suspension I. / Onanecuesuus npenapara
HE IPEBHILIACT ONANECLUCHIHIO CYCNIEH3UH | He JOJDKHA NPEBbIILATh ONaleCLEHLIHIO
cpaBHeHus L. CYCIIEH3UH cpaBHEHHA .
4 Color / LIBeTHOCTD 0.04 Absorbance should be not more than 0.20
Abs at a wavelength of 430 nm. /
[TornomieHue DoMKHO OBITE He Goee 0,20
MpH ASIMHE BOJTHBI 430 HM.
5 pH 7.1 From 6.9t07.9./0T1 6,9 no 7,9.
6 Particulate matter / MexaHu4yeckHe BKJIIOUEHHS
6a | Visible particles / Complies / CooTBeTCTBYET Should be absent. /
BuanmMele yacTHLEI JlomXHBl OTCYTCTBOBATS.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: IlponykT cooTBeTCcTBYET TpeboBanusam HI, 3axmodenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[ToarororneHo: IIposepeno: Pardeep [Tposepeno (AOK): person / Onobpeno: ObecneyeHue
Ramakant A 1‘ Kumar Amit Kumar kauecTra/OTBETCTBEHHOE JIUIIO:
AURLA o N—"_ Cumi C KA
) i L |
Date / Nate / Date / Date / ) QC, WP eaaa
() Lo
Hara: 30.12.2025 Hara: 30.12.2025 Hata: 30.12.2025 Hara: )

Registered Office: 8-2-327, Road No. 3, Bznjara 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 ":"

CERTIFICATE OF ANALYSIS

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

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

CEPTUPHKAT AHAJIN3A

Tal: 491 28166 56001-02
www.drreddys.com

T’ro&dEE /

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

JguneH3ua Ne

Npoaykr: Ketopon™ (keToposiak) pacTBOp JUis BHYTPMBEHHOTO M BHYTPHMbILIEYHOTO BBeAeHHs, 30 Mr/mi

Batch No / . V251012 Batch Quantity / _ 454545 ampules /

Cepusz Ne ) O6bem cepun " 454545 amnyn

Analytical Report No / Date of Analysis /

AnanTuyeckuii oTuer Ne : 890001855162 Jarta ananusa : 30.12.2025

Date of Manufacture / . 12/2025 Date of Expiry / . 11/2027

Jata mpou3BoacTBa T'onen no

Mfg. License No. /

Hpoussoncraennas : MNBJ/05/263 o uniber : JITI-Ne(008888)-(PT-RU)
omep PY

Knalys_is performed according ND / Ananus IIPOEEZIEI;H(;H}I: HH-NQ(QOS888)-(P1"-RU)—m225

Page30f 7/ Crp.3u3 7

No Test / ITokasaTennb Results / Pe3yasTaTsl Specification / Hopma
6b Invisible particles /
HeBupnMeie yacTupl:
i. Particles > 10 pm/ 00 not more than 6000 per ampoule; /
Yacrui pazmepom > He 6onee 6000 Ha ammyIy;
10 Mmxm
il. particles >25 um/ 00 not more than 600 per ampoule. /
YaCTHUL pa3MEPOM > He 6onee 600 Ha amyy.
25 MKM
7 Impurities / Ilpumecn
Impurity A / TTpumecs A 0.08 % not more than 0.20 % / He 6onee 0,20 %;

Impurity B / ITpumecs B

Not detected / He obHapyxeHa

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

Impurity C / ITpumecs C

Below LOD (LOD = 0.010 %) / Huxe
npenena odHapyxeHus (I10 = 0.010 %)

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

Impurity D / I[Tpumecs D

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

not more than 0.20 % / ue GoJiee 0,20 %.

Individual unidentified
impurity / ExuHuuHas

Below LOQ (LOQ = 0.050%) / Huxe

Not more than 0.20 % / He 6onee 0.20 %.

HeueHTHQULUpPOBaHHAs
DHMECE npeena KONTMYECTBEHHOTO OTPEeAeNneHus
P (ITKO =0.050%)
Total impurities / Cymma 0.1% Not more than 1.50 % / He 6osee 1,50 %.
rnpumMecei
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Ipumeuanue: IIpoaykt coorBeTcTBYET TpeboBanusaM HJJ 3axnwuyenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[ToxrotoBneno: Iposepeno: Pardeep [Mposepeno (AOK): person / OnobpeHo: ObecneueHne
Ramakant _ Kumar Amit Kumar kayecTBa/OTBETCTBEHHOE JIMLO:
) 1 .
M&L = A= _yNiL UM AR
\ { _<w
Date / Date / ) Date / Date / (:'\ 6 LA 0LC
Hara: 30.12.2025 Hara; 30.12.2025 Hara: 30.12.2025 Iara:

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 €3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTHOHUKAT AHAJIM3A

Tel . +91 981€6 56001-02

www.drreddys.com

JHIeH3us Ne

Product : / Ketorol™ (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
HpoxYKT: Ketopon® (keToponak) pacTBOp Uit BHYTPUBEHHOTO M BHYTPMMBILIEYHOr0 BBefeHHs, 30 mr/mn
Batch No / . V251012 Batch Quantity / . 454545 ampules /
Cepust Ne ) O6bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /

Axandtuyeckuii oTuer Ne : 890001855162 Jara ananuza ¢ 30.12:2025

Date of Manufacture / . 12/2025 Date of Expiry / . 11/2027
JlaTa ripoM3BOACTBA I'ogen no

Mfg. License No. /

Hpou3toncTeennas : MNB/05/263 IR : JITT-Ne(008888)-(P[-RU)

Homep PY

énalxéis performed according ND / Ananus nposened no H/L: JITT-Ne(008888)-(PT-RU)-170225

Page4of 7/ Crp. 4u3 7

Ne Test / Iloka3aTens

Results / Pe3yabTaThl

Specification / Hopma

8 Extractable volume* /
UzBekaemblii 06bLem™

10.5ml/ 10.5 ma

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

He menee 10,0 mn (06beM, U3MepeHHBI
HA OCHOBAaHUH 0ObEIUHEHHOTO
conepxxumoro 10 ammyn).

CTepuJIBHOCTH**

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac
BakrtepuanbHbie /<=0.725 E3/Mr Trometamol. / He ©6onee 5,8 ED/mr
IHAOTOKCHHbI KETOpOJIaKka TPOMETaMUHa.

10 Sterility** / NA Must be sterile. / JomokeH ObITh

CTEPUJIbHBIM.

11 | Assay/KoaunuecTBeHHOe
onpeaeseHue

29.87 mg/29.87 mr

From 27.0 mg to 33.0 mg of Ketorolac
Trometamol per 1 mL. / Ot 27,0 Mr mo
33,0 Mr keToponaka TpoMeTamona B 1 mi.

12 Ethanol content / 3Tanona

11.75%

From 10.60 % (v/v) to 13.10 % (v/v)./
Ot 10,60 % (06/06) no 13,10 % (06/06).

Remarks : The Product confirms to ND/

IMpumeuanne: [Ipoaykt coorBeTcTBYET TpeboBanusam HJ

Conclusion : APPROVED /
3akmouyedue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
ITonroroBneHo: [Tposepeno: Pardeep  [|IIpoBepeno (AOK): person / Opobpeno: Obecnedyenue
Ramakant d_,_ Kumar Amit Kumar " kauecTsa/OTBETCTBEHHOE JIULIO:
M“/ Q‘L/, /\,/ = CSURTL EUWMAR
, - <
Date / Date / Date / Date / NI
Hara: 30.12.2025 Hara: 30.12.2025 Hara: 30.12.2025 Jlata:

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




Dr.Reddy’s ":‘

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel; +81 98166 56001-02

CERTIFICATE OF ANALYSIS

L

Analysis performed according ND / Ananu3 nposenen no HJ[: JITT-Ne(008888)-(PI'-RU)-170225

CEPTUPUKAT AHAJIM3A " """ -

Product : / Ketorol™ (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml |
| ITpomykT: Keropon® (keToponak) pacTBop AJisi BHyTPHBEHHOTO M BHYTPHMBILIEYHOTO BBeAeHHs, 30 mr/mn
Batch No / . V251012 Batch Quantity / _ 454545 ampules /

Cepus Ne ) _ |O6bem cepun © 454545 amnyn
Analytical Report No / Date of Analysis /

AHanuTHYecKHIf oTyeT No : 890001855162 Jara ananuza : 30.12.2025
Date of Manufacture / . 12/2025 Date of Expiry / . 11/2027
JlaTa mpoM3BOACTBA I'omen g0

Mfg. License No. /

IponsBoncTEenHas : MNB/05/263 e : JIT-Ne(008888)-(PI-RU)

annen3us Ne JHOMeP Py

B PageSof 7/ Crp. Suz 7

Ne Test / [Ioka3aTenb

Results / Pe3yabTaThl Specification / Hopma

13 Packaging / Onncanue
YNaKOBKH

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 in the | glass ampoules.
upper part of ampoule. A label is attached | A cut ring and point are in the upper part

to ampoule. of ampoule. A label is attached to
10 ampoules and a patient information | ampoule. 10 ampoules and a patient
leaflet in a PVC/aluminum blister. information leaflet in a PVC/aluminum
1 blister in a carton pack. / blister.

[To 1 My B aMIy/ibl U3 CBETO3AMUTHOIO 1 blister in a carton pack; for in-patient
CTeKJIa TEMHO-KOPUYHEBOTO 1IBeTa kJlacca | facilities: 2, 3, 5 blisters in a carton pack.
I. B BepxHeit 4acTu aMmynbl HaHeceHbl | /

KOIIbIIO ¥ TOuKa Juisd paznoma. Ha ammyny | Ilo 1 Mi B aMmyJsisl U3 CBETO3aLIUTHOTO
HaKJIEUBAIOT STHKETKY. CTEKJIa TEMHO-KOPUYHEBOT0 LIBETA KJlacca
I[To 10 ammoyn BMecTe ¢ JaucTkoM- | 1. B BepxHel 4acTU aMIlysibl HaHECEHBI
BkMampimieM B IIBX/anroMMHHMEBBIM | KOJBIIO U TOUKA 1 pasznoMa. Ha ammymy
O6mucrep. Ilo 1 6mucrepy B mNadKy | HakJICHBAlOT ITHKETKY.

KapTOHHYIO. ITo 10 ammyn BMecTeé C JIUCTKOM-
BianmsliieM B [IBX/anroMuHMEBbIH
6nucrep. Ilo 1 6amcrepy B Mauky
KapTOHHYIO; 011 cmayuonapog: 1mo 2, 3, 5
6nucTepoB B Ma4YKy KapTOHHYIO. |

* Tests are not performed during the stability investigation. / * McnbiTanus He NpoOBOAAT B XOJi€ UCCIIEA0BaHUs

CTAaOH/IBHOCTH,

** Release quality control of the perfomance is carried out for every 15th batch. / ** Ilpu Beimycke npenaparta
KOHTPOJIb Ka4ecTBa I10 MOKa3aTeNo MPOBOAUTCS T KKAOH 15-01 cepun.

Remarks : The Product confirms to ND/

IMpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBaHMAM HJJ 3axmouenue: OJOBPEHO

Conclusion : APPROVED /

Prepared by / Checked by /

p=

[ToaroToBneHo: Ipoeepeno: Pardeep [posepeno (AOK): person / Opo6GpeHo: Obecneuenue

Ramakant -‘- Kumar
K (' 012 f 3 LUk L kUM e
Aﬂ’lfj'/ | - b ¢l L KUMPE

Checked by (AQA) / Approved by: Quality Assurance/Authorized
Amit Kumar KagecTBa/OTBETCTBEHHOE JIHIIO:

4
= < A
| . —

Date / Date /

Hara: 30.12.2025 Hara: 30.12.2025 Jara: 30.12.2025 JaTa:

Date / Date / O L =T

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 Laboratories Ltd.
Formulation Unit-6

@
DI‘. ReddY’S ‘..Q. Vill. Khol, Nalagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS
Tl - +91 98166 56001-02
) CEPTUOUKAT AHAJIM3A www.drreddys.com
Product : / Ketorol™ (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoxykr: Kertopon® (keTopostak) pacTBOp [/l BHYTPUBEHHOTO M BHYTPHMBILICYHOro BBEAEHUs, 30 Mr/mn
Batch No / . V251012 Batch Quantity / . 454545 ampules /
Cepust Ne ) O6bem cepuu " 454545 amnyn
Analytical Report No / Date of Analysis /
AHanHTHYECKH# oTUeT N2 : 890001855162 Jara ananuza : 30.12.2025
Date of Manufacture / . 12/2025 Date of Expiry / . 11/2027
JaTta npou3BoAcTBa I'open mo
Mfg. License No. /
Tpou3soacTBennas : MNB/05/263 M4 b/ . JITI-Ne(008888)~(PI"-RU)
auneHsus Ne Homep PY
éng]ys_is—;)erformed according ND / Anaan3 nposenen no HJI: JITI-Ne(008888)-(PT-RU)-170225 - ]
Page6of 7/ Crp. 6 3 7
i API name / Haumenosanne ADOC: Ketorolac Trometamol / KeToponaka TpomeraMon
INN / MHH: Ketorolac / Ketoponak
API manufacturer batch number / TKTMO540925
Homep cepuu npoussoautens ADC:
FP Manufacturer API Batch number /
Homep cepuu cy6cTaHUUN NPOH3BOAHTESA FESA00529
rJI®:
API Manufactured by & country / Symed Labs Limited, India /
IIpouspoaurens A®C, crpaHa: Caiimen JIabc Jlumuren, Muaus
Nal:lle;. a(id:?ss,;:lgl/l(g:;atilgln si'\tI: fgefp Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol, Nalagarh
;'i‘t‘: /“ acturing st . Road, Baddi, Distt. Solan, H.P. 173205, India (license No No MNB/05/263) /
HanmenoBaRHE, A1PEc, AHICHINA LIS I-p Pexnu’c JlaGopatopuc JIta., Muaus, IIpousBoAcTBEHHOE HOLpa3aeNieHue-0,
Buui. Kxons, Hanarapx Poyn, Bamnu, Juctpukt Conan, X.I1., 173205, Unaus
ITpoussoacTBeHHas muoaaka / Ilnomanka
(muuenszus Ne No MNB/05/263
KOHTpOJIa kadecTBa / Ilnomaaka peinycka

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». /

3akawyeHue 0 cooTBeTcTBUH: «Hacrosmum s MOATBEPXKAAKD, YTO NPUBCHCHHAA BBINIC HH(bOpMaI_II/I}I ABJIACTCA ﬂOCTOBCpHOﬁ 154

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

ITpumevanue: [TpoxykT cooTBETCTBYET TpeGoBaHksAM HJT 3axkawuenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[oarotopneHo: [Tposepeno: Pardeep ITposepero (AOK): person / Onobpeno: ObecneueHue
Ramakant Kumar Amit Kumar KkauecTBa/OTBETCTBEHHOE JIHLO:

Jﬁ\ D—f/ N CUNIC, Kurng_
 adil —
Date / Date / Date / Date / QoA L-L028
Hata: 30.12.2025 JHara: 30.12.2025 Hara: 30.12.2025 Hara: i
Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4200 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




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

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

Tef : +01 96166 56001-02

Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTUD®HUKAT AHAJIM3A

www.drreddys.com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoayxr: Keropon™ (keroponak) pacTBOp Ul BHYTPHBEHHOIO ¥ BHYTPUMBILIEYUHOTrO BBeaeHHUs, 30 Mr/mn
Batch No / . V251012 Batch Quantity / _ 454545 ampules /
Cepnsa No i O0bem cepun ‘454545 ammyn
Analytical Report No / Date of Analysis /

AHamuTHYeckHil oTueT Ne : 890001855162 Jara anannza : 30.12.2025
Date of Manufacture / . 12/2025 Date of Expiry / . 11/2027
Jata mpousBoacTBa TI'onen no

Mfg. License No. /

Tpoussoncraennas : MNB/05/263 ia numbers : JI1-Ne(008888)-(PI-RU)

Aunensus Ne Homep PY
Analysis performed according ND / Ananuz nposexen nmo HJI: JITT-Ne(008888)-(PI'-RU)-170225
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TO4HOW. 3Ta cepud MPOAYKLUUHM NpOM3BeleHa (BKJIIOYAs YNakoBKY (MapKUpPOBKY) M KOHTpOJb KauyecTBa) Ha BblLIEyKa3aHHOM
NPOM3BOACTBEHHOH IU101aAKe (MI0ILAJKaX) B MOJHOM COOTBETCTBHU C TpedoaHusAMHM [IpaBun Haanexalleil NpPOW3BOACTBEHHOM
MPpaKkTUKU EBpEBHﬁCKOI‘O JKOHOMHUYECKOIro Cor0o3a U TpC6OBaHl/lﬂMPI KOHTpPOJIA Kade€CTBa JIEKAPCTBEHHBIX CPEACTB, a TAKXE B
COOTBETCTBHUU CO CI'ICU.I/I(bP[KaLIMﬂMH, COACPKALLMMUCA B PETUCTPALLUOHHOM JOCBE CTPAHbI-UMIIOPTEPA. 3anucH o MpOHU3BOACTBY,
YNaKOBKE Y aHanu3y MpPOBEPEHbl, W YCTAHOBJIEHO HX COOTBeTCTBME TpeboBaHmsM [IpaBuwi Hapiexauleldl TPOU3BOACTBEHHOM
npakTuku EBpazuiickoro 3kOHOMHYECKOTO COKO3ay.

Remarks : The Product confirms to ND/
IIpumeuanue: [Iponykt cooTBeTcTBYET TpeboBaHmsaM H/I

Conclusion : APPROVED /
3akaiouenue: OJJOBPEHO
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