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CERTIFICATE OF ANALYSIS

D

r. Reddy's Laboratories Ltd.

Formulation Unit-6

Vi

li. Khol, Nalagarh Road, Baddi,

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

CEPTU®PUKAT AHAJIM3A

Tel: +91 98166 56001-02

Aana n#_r';'rmdd\’r com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keToposiak) pacTBop [Ulsi BHYTPHBEHHOTO M BHYTPUMBILIEYHOTO BBeAeHH s, 30 Mr/mn
Batch No / . V260061 Batch Quantity / . 454545 ampules /
Cepus Ne ) O0bem cepuH © 454545 amnyn
Analytical Report No / Date of Analysis /

Anajurnyecknii oruer Ne : 890001859698 Jara ananuza : 25.01.2026

Date of Manufacture / . 01/2026 Date of Expiry / . 12/2027

JlaTa npon3BoJcTBa I'ogen g0

Mfg. License No. /

TponssoacTBentas : MNB/05/263 A : JITT-Ne(008888)-(PT-RU)
aunenzust Ne Homep PY

Analysis performed according ND / Anasns nposeaen mo HJI: JIIT-Ne(008888)-(PT-RU)-170225

Pagelof 7/Crp.1m37

Ne Test / ITokazaTennb

Results / PesyabTaThl

Specification / Hopma

1 Description / Onucanue

Clear colorless solution. / ITpo3pauHslii
6ecLIBETHBLI PacTBOP.

Clear colorless to slightly yellow color
solution. / Ilpo3pauHblii pacTBOp OT
GeCLIBETHOr0 0 CBETIIO-KENTOrO LBETA.

Identification* / UnenTuduxauus*

2a | HPLC*/ BOXX*

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
OCHOBHOIO TIMKa Ha XpoMarorpamme
UCIIBITYEMOr0  pacTBOpa COOTBETCTBYET
BpEMEHH YICPXKMBAHUSA OCHOBHOTO IIHMKa
Ha XpomarorpamMmme CTaHJapTHOrO
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). /  Bpemsa  ynepxuBaHus
OCHOBHOTO IHKa Ha Xpomarorpamme
MCTILITYEMOTO pacTBopa JOJDKHO
COOTBETCTBOBATh BPEMEHU YyIEP)KHBAHHSA
OCHOBHOI'O TIIHKa Ha XpoMarorpamme
CTaHAAPTHOTO pacTBopa (paznen
«KonMuecTBEHHOE ONpeaeieHre ).

Remarks : The Product confirms to ND/

IMpumeuanue: [IponykTt cootBeTcTBYET TpeboBanmsam HJI

Conclusion : APPROVED / o
3akmouenne: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Toarorosneno: Pravesh ||ITpoeepeno: Pardeep [Tposepeno (AOK): person / OpobpeHo: Ob6ecneucHue
Rana Kumar Amit Kumar kavecTBa/OTBETCTBEHHOE JTULIO:
/ QI./ ~ dymi L pumnll
- -~ ‘/\ B /_A ;_,\
Date / Date / Date / Date / Ak o S AN
Jara: 25.01.2026 Jlara: 25.01.2026 Hara: 25.01.2026 Jlara: el pap gt

Registered Office: 8-2-337, Road No. 3, Banjara Hifls, Hyderabad - 500034, Telangana, India
Tel: +91 40 49C0 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.corn
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

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

Vili. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel: +91 98166 56001-02
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Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ilpoaykr: Ketopon” (xeToponak) pacTBOp /1 BHyTPUBEHHOTO U BHYTPUMBILIECYHOTO BBeeHMs, 30 Mr/mi
Batch No / . V260061 Batch Quantity / . 454545 ampules /
Cepusi Ne ) O6bem cepun * 454545 amnyn
Analytical Report No / Date of Analysis /

AHaJINTHYECKHUH oTyeT Ne : 890001859698 HJaTta anaiusa : 25.01.2026

Date of Manufacture / . 01/2026 Date of Expiry / . 1212027

JaTta npon3BoACTBA I'omen xo

Mfg. License No. /

HpomseoncTaennas : MNB/05/263 i : JIIT-No(008888)-(PT-RU)
nuuensus Ne Homep PY

Analysis performed according ND / Auasnnz nposesen no HJI: JITT-Ne(008888)-(PI'-RU)-170225

Buaumbie 4acTHLbI

Page2 of 7/ Crp. 2 m3 7
Ne Test / IlokazaTenb Results / PesynbTaThl Specification / Hopma
2b | UV- spectrophotometry* / UV absorption spectra of the test solution | UV absorption spectra of the test solution
Vo % « | and the solution of the standard sample of | and the solution of the standard sample of
Bl i Al 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®-cnekrpsl NomioleHus | maxima at 322 + 2 nm. / Y®-cnektpsl
HCIILITYEMOTO ~ pacTBOpa M pacTBOpa | MOMJIOLIGHHSA HCIBITYEMOro pacTBopa U
CTaHgapTHOro  ofpasia  KeTopojlaka | pacTBopa CTaHJapTHOTO ofpasia
TpoMeTamuHa B obsactu ot 200 10 400 HM | KeTOposnaka TpoMeTaMHHa B 00JIacTH OT
UMelT MakcuMyMbl mnormomenus mpu | 2000 mo 400 HM  IOJDKHBI  MMETh
32242 um. MaKCHUMYMBI NOTNIOWEHU NpH 322+2 HM.
3 Clarity / IIpo3pauHocTb The opalescence of the sample does not | The opalescence of the sample should not
exceed opalescence of reference | exceed opalescence of reference
suspension 1. / Onanecuenuus npenapara | suspension I. / OnanecueHuus npenapara
He IPEBBILIAET ONAJICCUEHIUIO CYCIIEH3UN | He JOJDKHA MPERBIILATh ONANECLEHIHIO
cpaBHeHus 1. CYCTNIEH3UU CpaBHEHHUA [.
4 Color / llBeTHOCTH 0.04 Absorbance should be not more than 0.20
Abs at a wavelength of 430 nm. /
[Tornowexue nomkHO 6pIThL He Gonee 0,20
Npu AsvHe BosiHbI 430 HM.
5 pH 72 From 6.9t07.9./016,9 n0 7,9.
6 Particulate matter / MexaHn4eckne BK/IIOYeHHS
6a | Visible particles/ Complies / COOTBETCTBYET Should be absent. /

HOJI)KHBI OTCYTCTBOBATh.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanmue: [Iponykr cootBercTByeT Tpebosanuam HJJ 3akmiouenune: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized
[ToprotosneHo: Pravesh |[[Tposepeno: Pardeep  [[{ITposepeno (AOK): person / Ono6peno: OGecrieyeHue
Rana Kumar Amit Kumar kauecTBa/OTBETCTBEHHOE JIMIIO:

) ot A CUmiC Ry

o o /\ -_— ,L.‘-‘\

Date / Date / Date/ Date / HCob-10L
Jara: 25.01.2026 Hara: 25.01.2026 Jara: 25.01.2026 Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49C0 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

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

wasw drraddus com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ilpoaykr: Kertopon® (ketoposiak) pacTBOp AJ1s BHYTPHUBEHHOTO ¥ BHYTPHMBILICHHOTO BBeICHHUs, 30 MI/M
Batch No / . V260061 Batch Quantity / . 454545 ampules /
Cepusi Ne ) O6bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /

AHajJuTHYecKHui oTueT No : 890001859698 Jara ananu3a : 25.01.2026

Date of Manufacture / . 01/2026 Date of Expiry / . 12/2027
Jata npon3BoacTsa I'ogen o

Mfg. License No. /

HpoussoacTeenmas : MNB/05/263 i P : JIT1-Ne(008888)-(PT-RU)
JaueH3us Ne Homep PY

Analysis performed according ND / Anaau3s nposegen no HJI: JIIT-Ne(008888)-(PI"™-RU)-170225

Page3 of 7/ Crp.3m3 7

No Test / [lokazaTensn Results / Pe3ynbTaThl Specification / Hopma
6b | Invisible particles /
HesupuMble YacTHLbL:
i. Particles> 10 pm/ 9 not more than 6000 per ampoule; /
YacTul pasmepom > He Gonee 6000 Ha amnyny;
10 Mxm
ii. particles > 25 pm/ 4 not more than 600 per ampoule. /
YacTHUL pa3MEPOM > He G6osee 600 Ha ammyITy.
25 MxM
a2 Impurities / [Ipumecn
Impurity A / Ilpumecs A 0.09% not more than 0.20 % / ne Gonee 0,20 %;
Impurity B / [Ipumecs B Below LOD (LOD = 0.014 %) / Huxe not more than 0.50 % / ne 6onee 0,50 %;
npezena odHapyxexus (I1O = 0.014 %)
Impurity C/ Ilpumecs C Below LOD (LOD = 0.010 %) / Huxe not more than 0.50 % / He 6onee 0,50 %;
npenena obnapyxenus (IO = 0.010 %)
Impurity D / ITpumecs D Not detected / He o6napy»xena not more than 0.20 % / He 6onee 0,20 %.
Individual unidentified Not more than 0.20 % / He 6onee 0,20 %.
ity Epprrital Below LOQ (LOQ = 0.050%) / Hixe
HEUIEHTHULIMPOBaHHAs
————— npenena KoJIMYeCTBEHHOTO ONpeleeH s
(TTKO = 0.050 %)
Total impurities / Cymma 0.1% Not more than 1.50 % / He Gonee 1,50 %.
npumeceu

Remarks : The Product confirms to ND/

IMpumeuanue: [IpoaykT coorBercTBYeT TpeboBanmam HJI

Conclusion : APPROVED /
3aknwuenne: OJJIOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Toprotosneno: Pravesh ||[[Tposepeno: Pardeep ITposepeno (AOK): person / Onobpeno: ObecneueHue
Rana Kumar Amit Kumar kayecTBa/OTBETCTBEHHOE JINLIO:
cl/ A Cynite Kuwmp
= /\/ — v
Date / Date / Date / Date / o S 0l 06
Jara: 25.01.2026 Jata: 25.01.2026 Hara: 25.01.2026 JlaTa:

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

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

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

CEPTUPUKAT AHAJIM3A

Tel ;: +91 98166 56001-02

wivig elrradaue com
AWWLGHH

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropoa® (keToponiak) pacTBOp AJisi BHYTPMBCHHOTO M BHYTPHMBbILICUHOTO BBeACHHUSI, 30 MI/MJI
Batch No / . V260061 Batch Quantity / . 454545 ampules /
Cepust Ne ) O61bem cepuu * 454545 amniyn
Analytical Report No / Date of Analysis /

AHanuTH4eckuit oTyeT Ne : 890001859698 Jara ananuza : 25.01.2026

Date of Manufacture / . 01/2026 Date of Expiry / . 12/2027

JlaTa npou3BoacTBa TI'ogen oo

Mfg. License No. /

Hponseoncteennas : MNB/05/263 s : JITI-Ne(008888)-(PI"-RU)
annenzust Ne Homep PY

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

Page 4 of 7/ Crp. 4 u3 7

Ne Test / IToka3aTenb

Results / PesyabTaTs!

Specification / Hopma

8 Extractable volume* /
I/I3BJ'leKaeMl>lﬁ Oﬁ'beM*

10.2 ml/ 10,2 Mn Not less than 10.0 ml (collectively

measured volume of 10 ampoules). /
He menee 10,0 M (06bem, u3MepeHHbI#
Ha OCHOBAaHUM 00BEAWHEHHOI O

cogepxxumoro 10 ammyn).

onpeaeJIeHue

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac
BakTepuanbHble /<=0.725 ED/Mr Trometamol. / He Gonee 5,8 ED/mr
HAOTOKCHHBI KeTOpoJlaKka TPOMETaMUHa.

10 Sterility** / NA Must be sterile. / JlomkeH ObITh
CrepuabHoOCTR** CTEPUJIbHBIM.

11 | Assay/ KosmuuecTBeHHOE 29.95 mg / 29,95mr From 27.0 mg to 33.0 mg of Ketorolac

Trometamol per 1 mL. / Ot 27,0 Mr mo
33,0 Mr KeToponaka Tpomeramosa B 1 M

12

Ethanol content / TaHon

11.65 %

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/ Conclusion : APPROVED /
IIpumeuanue: [Ipoaykt cooTBeTcTBYeT Tpebopanusam HJ 3axmouenune: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Tonrotosneno: Pravesh [[[Ipoeepeno: Pardeep I[Tposepeno (AOK): person / Onobpeno: Obecneyenue
Rana 7 Kumar Amit Kumar \ kadecTBa/OTBETCTBEHHOE JIULO:

j I - /\/ i LPIC Ky wWIAR

s = . i \,.1

Date / Date / Date / Date / L0000l
JHara: 25.01.2026 Hara: 25.01.2026 Hara: 25.01.2026 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49C0 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

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

CEPTUOPUKAT AHAJIU3A

Tel : +91 98166 56001-02

wwwe drreddys com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Keropon® (keToposnak) pacTeop Juist BHYTPUBEHHOIO U BHYTPUMBILIEYHOTO BBEACHHS, 30 MI/MJT
Batch No / . V260061 Batch Quantity / . 454545 ampules /
Cepust Ne ) s O0bem cepun ' 454545 amnyn
Analytical Report No / Date of Analysis /

AHAIHTHYECKHI oTyeT No : 890001859698 Jara anannza : 25.01.2026

Date of Manufacture / . 01/2026 Date of Expiry/ . 12/2027

JlaTa npou3BOICTBA I'ogen a0

Mfg. License No. /

TpoussoacTBeHHAA : MNB/05/263 Ik N o : JTT-Ne(008888)-(PI"-RU)
Jonensusi Ne Homep PY

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

PageSof 7/ Crp.S5u37

Ne Test / ITloka3aTenb

Results / PesysibTaTbl

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 mMn B ammyJibl U3 CBETO3ALIUTHOTO
CTEKJIa TEMHO-KOPHYHEBOTO LIBETa Kiacca
1. B BepxHel 4acTH aMITyJibl HAaHECCHBI
KOJIBIIO M TOYKa Juisi pasnoma. Ha ammyy
HaKJIEHBAIOT ITUKETKY.

Ilo 10 ammyn BMecTe ¢ JIMCTKOM-
BiagsiieM B JIBX/anioMuHueBbIi
6muctep. Ilo 10nucrepy B mauky

KapTOHHY1O.

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 aMImyJIbl U3 CBETO3AIIUTHOTO
CTeKJIa TEMHO-KOPHYHEBOTO I(BETA KJlacca
I. B BepxHel 4acTM aMIlysbl HaHECEeHbI
KOJILLIO M TOYKA 11 pasiioMa. Ha amnyny
HAKJIEHBAIOT STUKETKY.

[To 10 amMnyn BMecTe ¢ JIHCTKOM-
BiagbiieM B [IBX/anoMuHueBblit
6auctep. Ilo 1 6muctepy B mauky

KapTOHHYIO; 0151 cCmayuoHapos: no 2, 3, 5
6JIMCTEPOB B MAUYKY KapTOHHYIO.

* Tests are not performed during the stability investigation. / * McnielTaHus He MPOBOJAT B XOJI€ UCCIIEN0BAHMS

CTaOUJIBLHOCTH.

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

KOHTPOJIb Ka4eCTBa I10 [10Ka3aTeNI0 NPOBOAUTCA s Kax1oi 15-0i cepun.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Mpumeuanue: [Iponykt cooTBeTcTBYET TpeboBanuaM HJL 3axnoyenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Tonrorosneno: Pravesh ||[Tposepeno: Pardeep  ||[Tpoeepero (AOK): person / Onobpeno: Obecneuenue
Rana Kumar Amit Kumar-/\ ka4ecTBa/OTBETCTBEHHOE JIULIO:

/1 DL, /\ e UFC rywmpak

- = ACV"!

Date / Date / Date / Date / 2 $-0~0L
Jlata: 25.01.2026 Hata: 25.01.2026 Jlara: 25.01.2026 Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49C0 2900, Fax: +91 40 49C0 2999, Ernail: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vili. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P.,, 173 205, INDIA
CEPTUOHKAT AHAJIM3A  Tel: +91 98166 56001-02
u.‘u'-_u‘a_:_ﬂrmdd\’:r com
Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (xeToposnak) pacTBOp [Ulsi BHyTPUBEHHOTO W BHYTPUMBILIEYHOro BBeAeHHs, 30 Mr/ma
Batch No / . V260061 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /
Ananurnyeckuii oruer Ne : 890001859698 JlaTa ananusa : 25.01.2026
Date of Manufacture / . 01/2026 Date of Expiry / . 12/2027
JlaTa npou3BOJACTBA T'open no
Mfg. License No. /
MponssoacTeennas : MNB/05/263 <t : JITI-Ne(008888)-(P[-RU)
JinmeH3us Ne Howmep PY

Analysis performed according ND / Anann3s nposegen mo HJI: JIIT-Ne(008888)~(PI'-RU)-170225

Page 6 of 7/ Ctp. 6 u3 7

API name / Haumenosanue ADC:

Ketorolac Trometamol / Ketoponaka TpomeTamon

INN / MHH:

Ketorolac / Ketoposnak

API manufacturer batch number /

rid:

2KTM0621025
Homep cepuu npoussoautens A®C:
FP Manufacturer API Batch number /
Homep cepuu cy6cTaHUNMH NPON3BOAUTENSA FESA00567

API Manufactured by & country /
IIpoussoautens ADC, cTpana:

Symed Labs Limited, India /
Catimen Jla6c Jlumurten, Muous

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

HaumeHoBaHHe, aapec, MTHLEH3USA A/
IIpousBoacTBenHas miowanka / Ilnowanka
KOHTpOoJIA KayecTBa / Ilnowmaaka Bpinycka

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 Penau’c Jlabopatopuc JIta., Unnus, ITponsBoacTBeHHOE noapa3aeiieHne-6,
Bunn. Kxons, Hanarapx Poya, bagnu, Quctpukt Conan, X.I1., 173205, Unaus

(mnensus 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». /

3akiwyeHne o0 cooTBeTcTBUM: «HacTosuum s NOATBEPXKAAK0, YTO MPUBCIECHHAA BbIUIC I/]H(l)OpMaI_lI/U[ ABNACTCA ).IOCTOBCpHOﬁ )3

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [IpoayxT cooTBeTCTBYET TpeboBaHuAM HJI 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[MoarorosneHo: Pravesh ||[ITpoeepeno: Pardeep ITposepeno (AOK): person / Onobpeno: Obecneuenue
Rana Kumar Amit Kumar kauecTBa/OTBETCTBEHHOE JINLO:
2N QUM Ry A
of—: /\ - LA
Date / Date / Date / Date / A€ —40L6
Hara: 25.01.2026 Hara: 25.01.2026 Jara: 25.01.2026 Hara:

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: L85195AP1984PLC004507
www.drreddys.comn



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

CEPTUPHUKAT AHAJIM3A

Tel : +91 98166 56001-02

pas ederadduye foamn
GEHYSC0F

Product : /

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

IIpoaykr: Keropon® (keToponak) pacTBop /uisi BHYTPHBEHHOTO M BHYTPMMBIUICYHOTO BBeACHHUS, 30 MI/MJ1
Batch No / . V260061 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6bem cepun ' 454545 amnyn
Analytical Report No / Date of Analysis /

AHaanTHYeCKHiT oTyeT Ne : 890001859698 JlaTta ananusa : 25.01.2026
Date of Manufacture / . 01/2026 Date of Expiry / . 12/2027
JlaTa npoH3Bo/cTBa T'open o

Mfg. License No. /

Mponssoncteenmas : MNB/05/263 P e o : JIT1-Ne(008888)-(PI-RU)
JuneH3us Ne Homep PY

Analysis performed according ND / Ananus nposeaen no HJI: JI[1-No(008888)-(PI"-RU)-170225

Page 7 of 7/ Ctp. Tu3z 7

TOYHOH. DTa cepus NpOAYKLHH Npou3BeleHa (BK/IOYas YHNAKOBKY (MapKHpOBKY) M KOHTDOJIb KauyecTBa) HA BbILICYKA3aHHOI
[POU3BOJACTBEHHOM NOUIAIKE (IUIOIIAAKAX) B MOJHOM COOTBETCTBHM ¢ TpebGoBaHUsAMU [IpaBui Hamiexaiueil Npou3BOACTBEHHOM
NpaKTUKA EBpasuiicKOro 3KOHOMHYECKOTO COK32 M TPeOOBAaHMAMU KOHTPOJIS KAuecTBA JIEKAPCTBEHHBIX CPEACTB, @ TAKKE B
COOTBETCTBUHU CO CNELMPUKALMAMY, CONEPKALINMUCS B PEIUCTPALIMOHHOM J0ChE CTPAHBI-UMIIOPTEPA. 3aMuCH 110 NPOU3BOACTRY,
YNaKOBKE M aHajM3y IIPOBEPEHBI, ¥ YCTAHOBJIIEHO HX COOTBETCTBHE TpeOoBaHUAM [IpaBusl Haamexaileid NPOU3BOLACTBEHHOM

npaxkTUK1 EBpazuiickoro 3KOHOMUYECKOT0 COI03a».

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