Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUP®UKAT AHAJIU3A

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

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

| lpoavkr: Kertopon™ (keTopoiiak) pacTBop Ajisi BHYTPHBEHHOTO M BHYTPUMBILIEYHOrO BBEACHAS, 30 Mr/ma |
Batch No / . V250930 Batch Quantity / . 454545 ampules /

Cepust Ne ) O6bem cepun 454545 amnyn

Analytical Report No / Date of Analysis /

AnamuTudeckHii oTdeT Ne : 890001849769 Jara anannza : 30.11.2025

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

Jdara mpon3BoacTBa Togen g0 B B
Mfg. License No. /

Tpon3BoxcTBennas . MNB/05/263 MA number: / : JIII-Ne(008888)~(PT-RU)
auuensus Ne Homep PY

Analysis performed according ND / Ananu3s nposenen mo HJI: JITT-Ne(008888)-(PI"-RU)-170225

I Ne Test / [TokazaTennb !

Results / PesyanTaThbl

Pagelof 7/Crp. 1 m37

Specification / Hopma

1 Description / Onucanue

Clear colorless solution. / TIpo3pauHblii
6ecLBETHBIN pacTBOP.

Clear colorless to slightly yellow color
solution., / TIlpo3pauHblii pacTBOp OT
6€eCIBETHOIO 10 CBETN0-XENTOr0 LIBETA.

2 | Identification* / HUneHTHOUKAL

ua*

2a | HPLC*/BOXXX*

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 ynep>XxuBaHUs
OCHOBHOTO TMKa Ha XpoMmarorpamme
HCTIBITYEMOTO PacTBOpPa COOTBETCTBYET
BpPEMEHH YJIEPKUBAHUS OCHOBHOTO IHKa
Ha XpOMaTorpamme CTaHAapTHOTO
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). /  Bpems  yaepxuBaHUd
OCHOBHOTO IHKa Ha Xpomartorpamme
UCTBITYEMOTO pacTBOpa JOJKHO

COOTBETCTBOBATh BPEMEHH YIEPXKUBAHUS
OCHOBHOTO THKa Ha XpoMaTorpaMMe
CTaHAApPTHOIO pacTtBOpa (pazmen
«KonnuecTBEHHOE ONPEAENEHHUEY).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: IIpoaykr cooTBeTcTBYET TpeboBaHmsiM HJJ 3axawuenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[ToarorosneHo: Pravesh ||[Tposepeno: Pardeep [Mposepeno (AOK): person / Onobpeno: Obecneuenune
Rana Kumar Amit Kumar < kausecTBa/OTBETCTBEHHOE JIMIIO:
N _QUNY_ KywmRl
Z = [< &)
Date / Date / Date / Date / 0L
Hara: 30.11.2025 Hata: 3U.11.2025 Jara: 3U.11.2025 Mara:
Registered Office: 8-2-337, Road No. 3, Banjara Hills, fyderabad - 500024, 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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| Product : /

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

TIpoaykr:  Keropon™ (xeroponiak) pacTBop /st BHYTPUBEHHOTO M BHYTPUMbILIEUHOTO BBEICHHS, 30 mMr/mn
Batch No / - V250930 Batch Quantity / . 454545 ampules /

Cepuss Ne ) O6bem cepun " 454545 amnyn ]
Analytical Report No / Date of Analysis /

AnanuTHdecknii oraer Ne : 890001849769 Jara ananuza : 30.11.2025

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

Jara npoun3BoacTBa T'ogen no

Mfg. License No. /

TponseoxcTennas : MNB/05/263 A number::/ : JITI-Ne(008888)-(PT"-RU)
aunensust Ne Homep PY

/Analysis performed according ND / Anasns nposenen no HJL: JIIT-No(008888)-(PT'-RU)-170225

Page2of 7/Crp. 2 m3 7

Ne Test / [Toka3areb

Results / Pe3yabTaThl

Specification / Hopma

2b UV- spectrophotometry™* /

YD-cnexkmpopomomempusn’*

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®-cnexTpsl NOTJIOEHNs
UCMIBITYEMOrO  pacTBopa K pacTBopa
cTapjaptHoro  ofpasua  KeTopoJjaka
TpoMeTtamuHa B o6nacty oT 200 no 400 HM
HUMEIOT MaKCHUMYMBI TOTJIOLIEHHST TpH
32242 uMm.

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 ®-criekTpsl
MOrNOMIEHHs] HCOBITYEMOTO PpacTBOpa U
pactsopa CTaHIapPTHOro obpasua
KeTopoJaka TpoMeTaMuHa B 001acTH OT
200 mo 400 HM HOMKHH UMETb
MaKCHMYMBI MOTJIOLIeHUs Npu 322+2 HMm.

3 Clarity / IlpospauyHocTh

The opalescence of the sample does not
exceed  opalescence of  reference
suspension I. / OnanecueHuys npenapata
He DpeBbILIAeT ONANECLEHUHIO CYCNeH3HU
cpaBHeHus L.

The opalescence of the sample should not
exceed opalescence of reference
suspension I. / OmanecueHuys npenapara
He J0JDKHA MPEBBIIIATH ONAJIECLIEHLIHIO
cycrieH3uu cpaBHeHus 1.

4 Color / LIeTHOCTH 0.04 Absorbance should be not more than 0.20
Abs at a wavelength of 430 nm. /
ITornoueHye HoMKHO O6bITL HE Gonee 0,20
NpH IJIHHE BONHEI 430 HM.
5 | pH 74 From 6.9 to 7.9./ OT 6,9 110 7,9.
6 Particulate matter / Mexamrrieciene priio e
6a | Visible particles / Complies / CooTBETCTBYET Should be absent. / a

BuauMble yacTUiLb

)_IOII)KHBI OTCYTCTBOBATD.

Remarks : The Product confirms to ND/

Mpumeuyanue: IIporykr cooTBeTcTBYET TpeboBaHUAM H]T

Conclusion : APPROVED /
3aknwuenue: OJJOBPEHO

Prepared by / Checked by /

IMoarortosneHo: Pravesh

ITpoepeno: Pardeep

Checked by (AQA) /
[Mposepeno (AOK):

Approved by: Quality Assurance/Authorized
person / Opobpeno: Obecneuenye

Rana /i Kumar Amit Kumar A kauecTsa/OTBETCTBEHHOE JIMLO:
t"/ QL Ne—" _QUet L Yum A
Vs g 1! / = :‘--f
Dalte / Date / Date / Date / S0 L8
Harta: 30.11.2025 Hara: 30.11.2025 Hata: 30.11.2025 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad -

560034, Teiangana, India

Tei: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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L/ ® Fermulation Unit-6
Dr' Red dy s ‘... Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS 1. .91 93166 56001 02

CEPTUDPUNKAT AHAJIU3A www.drreddys.com

Product : / Ketorol™ (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml___
IIpoxyKr: Keropon" (ketoponak) pacTBop /j1s1 BHyTPHBEHHOTO W BHYTPUMBILIEYHOrO BBEASHHS, 30 mr/mn
Batch No / . V250930 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6neM cepHH ' 454545 amnyn
Analytical Report No / Date of Analysis /

AganuTH4yeckuii oTyer No : 890001849769 Jara apanuza : 30.11.2025
Date of Manufacture / . 11/2025 Date of Expiry / . 10/2027
JlaTta nmpou3BojiCTBA T'ogen xo
Mfg. License No. /

TpoussoncTaenHas : MNB/05/263 MA number: / : JIII-Ne(008888)-(PI-RU)
aunen3us Ne Howmep PY
Analysis performed according ND / Ananu3 nposeaen mo HJL: JITI-Ne(008888)-(PI-RU)-170225

B Page30of 7/ Ctp.3m37
Ne Test / [Toka3zaTenn Results / Pe3ynbTaTsl l Specification / Hopma
6b | Invisible particles /
HeBunumble yacTHLBI:
i. Particles> 10 pm/ 60 not more than 6000 per ampoule; /
Yacrui, pasMepom > He Gonee 6000 Ha amnyiny;
10 MM
ii. particles > 25 pm/ 1 not more than 600 per ampoule. /
YacTUL pasMEPOM > He 6onee 600 Ha amnyny.
25 MKM
7 Impurities / IIpumecu - -
Impurity A / IIpumecs A 0.09 % not more than 0.20 % / He 6omee 0,20 %;
Impurity B / Ilpumecs B Below LOD (LOD = 0.014 %) / Hixe not more than 0.50 % / ne 6omnee 0,50 %;
npeaena o6Hapyxenus (I10 = 0.014 %)
Impurity C / ITpumecs C Below LOD (LOD = 0.010 %) / Hixe not more than 0.50 % / He 6onee 0,50 %;
npeaena obuapyxenus (10 = 0.010 %)
Impurity D / IIpumecs D Below LOD (LOD = 0.014 %) / Hixe not more than 0.20 % / He 6oxnee 0,20 %.
npenena obnapyxenus (I10 = 0.014 %)
Individual unidentified Not more than 0.20 % / He 6onee 0,20 %.
ipirity/eE AR Below LOQ (LOQ = 0.050%) / Huke
HenAeHTUHULMpOBaHHAs
—— npeena KOJTMYeCTBEHHOTO ONpeAeIeHUs
(ITKO =0.050%)
Total impurities / Cymma 0.1% Not more than 1.50 % / He Gonee 1,50 %.
npumMecei

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

Ipumeuanue: IIpoaykT cooTBeTCTBYET Tpebopanuwsim HJI 3akniouenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
TonroTosneHo: Pravesh |[TIposepero: Pardeep  (|[Tposepeno (AOK): person / Onobpeno: Obecneuenue
Rana Kumar Amit Kumar A kauecTBa/OTBETCTREHHOE JIULIO:

' ’ Koo .. LUNTL MR
= .’. - Y

Date / Date / Date / Date / 01 |/,,(0 )—(

Hata: 30.11.2025 Hara: 30.11.2025 Hara: 30.11.2025 Mata:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560024, Telangana, lndia
Tel: +91 40 4900 2900, Fax: +31 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s Qf':‘.

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

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

CERTIFICATE OF ANALYSIS 7ol : +91 98166 56001-02

CEPTUDPUKAT AHAJIM3A www.drieddys.com

Product : / Ketorol™ (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpopyxr: KeTtopon™ (xeToponak) pacTBOp Uit BHYTPHBEHHOIO H BHYTPHMLILUEYHOrO BBeAeH!s, 30 mr/mn
Batch No / Batch Quantity / 454545 ampules /
: V250930 :

Cepus Ne O6nem cepuu 454545 amnyn
Analytical Report No / Date of Analysis /

AnanaTuueckKHid oTyeT Ne : 890001849769 Jara ananusa : 30.11.2025

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

JdaTta nmpou3BoACTBA Togen oo

Mfg. License No. /

[pon3soncTrennas : MNB/05/263 MA number: / . JIT1-Ne(008888)~(PT-RU)
nuneH3ns Ne Homep PY

Analysis performed according ND / Ananun3 nposeaen mo HJI: HH—NE(O_08888)-(PF—RU)-170225

]

No Test / lloka3zaTenn

Paged4of 7/ Crp. 4u3 7 _

Results / PesynbTaThb! Specification / Hopma

8 Extractable volume* /
H3snexaemblii 00bemM™

10.5ml/ 10.5 mn Not less than 10.0 ml (collectively
measured volume of 10 ampoules). /

He menee 10,0 mn (06beM, H3MepeHHbI i
Ha OCHOBaHUM 00BbEIHHEHHOTO
conepxkumoro 10 ammymn).

onpeaeseHe

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac
BakTepnanbHble /<=0.725 EDQ/mMr Trometamol. / He ©6osnee 5,8 EQ/mr
IHAOTOKCHHBI KETOpOJaKa TPOMETaMUHa.

10 Sterility** / NA Must be sterile. / ﬁomxeﬂ ObITh
CrepunpHocTh** CTEpHUJIbHBIM.

11 | Assay/ KoanuecTBeHHOE 3031 mg/30.31 mr From 27.0 mg to 33.0 mg of Ketorolac

Trometamol per 1 mL. / Ot 27,0 mMr no
33,0 Mr keTopoJaka TpoMeTaMosna B 1 M.

12 Ethanol content / 3TaHon

11.77 %/ 11.77 % From 10.60 % (v/v) to 13.10 % (v/v)./
Ot 10,60 % (06/06) mo 13,10 % (06/00).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: IIponykr cooTBeTcTBYET TpeboBanuaM HJI 3akarudesue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized
[loarotoeneno: Pravesh (|[Tposepeno: Pardeep TTposepeno (AOK): person / OnobpeHo: Obecneuenue
Rana Kumar n Amit Kumar . kauecTBa/OTBETCTBEHHOE JIULIO:
l s LuwiC vy mAL
_'/' = i' . - "_...-d.'\f“"1
Date / Date / Date / Date / J01)Al K
Iara: 30.11.2025 Hara: 30.11.2025 Jara: 30.11.2025 Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 29599, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIN3A

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

Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
Tel : +91 93166 56001-0C2
www.drieddys.com

| Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
| ipoayxr: Keropon™ (keToposiak) pacTBop Ajisi BHYTPMBEHHOIO M BHYTPUMbILLEYHOrO BBEACHHS, 30 Mr/mn
Batch No / . V250930 Batch Quantity / . 454545 ampules /
Cepusa Ne ) O6bem cepun 454545 amnyn
Analytical Report No / Date of Analysis /
AdanuTuueckuii oTder Ne : 890001849769 Jara ananausa : 30.11.2025
Date of Manufacture / . 11/2025 Date of Expiry / . 10/2027
JlaTa mpou3BoOACTBA I'ogen no
Mfg. License No. /
IponseoncTaennas : MNB/05/263 i it : JITI-No(008888)-(PT-RU)
auuensus Ne Homep PY

Analysis performed according ND / Ananns nposeaen no H/: HH-N9(008888)—(§F -RU)-170225

[Ng

Test / [Toka3zaTenn

Results / Pe3yabTaThl

PageS5of7/Crp. Snu3 7

Specification / Hopma

13
YaKOBKH

Packaging / Onucanue

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. /

Ilo 1 M1 B amITysibl U3 CBETO3AILMUTHOIO
CTeKJIa TEMHO-KOPUYHEBOTO [BETA KJlacca
I. B BepxHeii 4acTd aMiyjbl HaHECEHbI
KOIBLIO U TOUKa Aj1s pasnoMa. Ha ammyny
HaKJIEMBAIOT 3THKETKY.

Ilo 10 ammyn BMecTe ¢ JIMCTKOM-
BiimagsimeM B [IBX/amoMHHMEBBIH
omucrep. [lo 16nucrepy B mHauky
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 Mn B aMmysbl M3 CBETO3ALIUTHOIO
CTeKIa TEMHO-KOPUYHEBOTO LIBETA K/1acca
I. B BepxHeil 4yacTU aMIlyJibl HAHECEHBI
KOJIBIIO U TO4Ka JUIs pasnomMa. Ha ammyny
HaKJIEUBAIOT STHKETKY.

I[To 10 amnoyn BMecTe C JIUCTKOM-
BikiIanpimieM B [IBX/antoMHHHEBBIH
omucrep. Ilo 1 6nuctepy B mauky

KapTOHHYIO; 0715 cmayuoHapos: mo 2,3, 5

6J’IHCTCpOB B Ia4Ky KAPTOHHYIO.

* Tests are not performed during the stability investigation. / * HcnipiTaHus He NPOBOJAT B XOJ€ HCCAENOBAHUS

CTaOWIILHOCTH.

** Release quality control of the perfomance is carried out for every 15th batch. / ** I1pu BeImycke npenapara
KOHTPOJIb Ka4ecTBa MO IMOKAa3aTelo IPOBOJUTCS I Kaxkaoh 15-0H cepun.

Remarks : The Product confirms to ND/
Mpumeuanne: [Ipoaykt coorBeTcTBYET TpeOoBaHuaM HJL

Conclusion : APPROVED /
3aknwyenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Moarotorneno: Pravesh ||[Iposepeno: Pardeep [Tpoeepeno (AOK): person / Onobpeno: Obecneuenue
Rana Kumar Amit Kumar \ KauecTBa/OTBETCTBEHHOE JIMIIO:
/ : o Lumte By R
== ik o
Date / Date / Date / Date / i o 0O ,,_'«C)),r
Mara: 30.11.2025 Hara: 30.11.2025 Hara: 30.11.2025 Harta:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Incia
Tel: +91 40 4900 2900, Fax: +31 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,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 53166 56001 02

CEPTUPUKAT AHAJIM3A

www.drieddys.com

Product : /

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

auneH3us Ne
|

Ipomykr: Kertopon™ (xeToponak) pacTBOp AJisi BHYTPHMBEHHOIO U BHYTPUMbILIEYHOTO BBEACHHS, 30 mr/mn |
Batch No / . V250930 Batch Quantity / . 454545 ampules /
Cepust Ne ) O6BbeM cepuH " 454545 amnyn
Analytical Report No / Date of Analysis /
AHanaTHYeCKHH oT9eT No : 890001849769 JlaTa aHanmnza : 30.11.2025
= :
Date of Manufacture / . 11/2025 Date of Expiry / . 10/2027
JlaTa npon3BoacTBa T'open 1o
Mfg. License No./
TIpow3BoACTBeHAAs . MNB/05/263 MIAsnutmber: + JITT-Ne(008888)-(PT-RU)

Homep PY

iAnalysis performed according ND / Auanu3 nposeaen o HJI: JIIT-Ne(008888)-(PI'-RU)-170225

Page 6 of 7/ Crp. 6 u37

[ API name / Haumenosaune ADC:

Ketorolac Trometamol / Ketoponaka TpoMeTamon

INN / MHH:

Ketorolac / KeToponak

API manufacturer batch number /
Homep cepun npoussoautens A®C:

2KTM0320625, 2KTM0440725

FP Manufacturer API Batch number /
Homep cepuu cybcTaHuMM NMPOU3BOAUTENA
| ) (O E

FESA00395, FESA00455

API Manufactured by & country /
INpoussogutess ADC, crpana:

Symed Labs Limited, India /
Caiimen JIa6c Jlumuten, Unaous

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

HaumeHoBaHue, aapec, JTHUEH3IUS JJIs
IIpoussoacTBeHHas niowmwaaka / [lnomanka
KOHTpOJIsA Kavectsa / Ilomaaka spinycka

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 Pennu’c JlaGopatopuc JIta., Uuaus, [Ipon3BoacTBEHHOE IOAPA3AENEHHE-6,
Bunn. Kxons, Hanarapx Poyn, Bapau, Quctpukt Conan, X.I1., 173205, Uunus

(mauenzus 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. Praduction, packaging and testing records are verified and their compliance with
Good Manufacturing Practice of the Eurasian Economic Union is established». /

3ak/0YeHHe 0 COOTBETCTBUM: «HacTosmmm 5 MOATBEPXK A0, YTO INPUBECAECHHASA BBILIC HH(bOpMaHPUI SBJIACTCS lIOCTOBCpHOﬁ Hu

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeuanue: [IpoayxT cootBeTcTBYeT TpeboBanusam HJI 3akniouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
TMoarorosneno: Pravesh ||[Iposepeno: Pardeep [Tposepeno (AOK): person / Onobpeno: Obecnedenue
Rana Kumar Amit Kumar Pa kauecTBa/OTBETCTBEHHOE JIMLIO:
- I L]
Date / Date / Date / Date / 2090
Jara: 30.11.2025 Hara: 30.11.2025 JlaTa: 30.11.2025 Jlara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad

- 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 4C 4900 2998, Email: mail@drreddys.com

CIN: L85195AP1984PLLC004507
www.drreddys.com




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

S
Dr. Red dy,S ‘... Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS  T1al:+91 98166 56001 02
CEPTUDPHNKAT AHAJIN3A www.drreddys.com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml__
| IIpoaykr: Keropon™ (keToponak) pacTsop AJii BHYTPHBEHHOTO M BHYTPUMBILIEYHOTO BBEAEHNS, 30 mr/mn
Batch No / . V250930 Batch Quantity / . 454545 ampules /
Cepust Ne ) O61beM cepHH " 454545 amnyn
Analytical Report No / Date of Analysis /
AHnanuTHYecKHH oTueT Ne : 890001849769 Jara ananuza : 30.11.2025
Date of Manufacture / . 11/2025 Date of Expiry / . 10/2027
Jara npon3BOACTBA Fopen no
Mfg. License No. /
TpousBoacTBeHHas . MNB/05/263 WA T : JI1-Ne(008888)-(PT-RU)
Jauuen3ns Ne Homep PY
Analysis performed according ND / Ananu3s mposeaen mo HJI: JITT-No(008888)-(PT-RU)-170225
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TOUHOI. DTa cepus NPOAYKUMM TNpoM3Besena (BKJIIOUds yNakoBKYy (MapKHpOBKY) U KOHTPOJIb KaueCTBa) Ha BbILLIEyKa3aHHOM
TIPOM3BOJICTBEHHOMN IUIOWanKe (IUIOMAAKaX) B ONHOM COOTBETCTBUH ¢ Tpebosanusamu [Ipasun Hauexalied NPOM3BOACTBEHHOM
NpaKTHKH EBpaBI/IﬁCKOFO 9KOHOMHYECKOro Corsa U TpCGOBaHI/IHMI/I KOHTPOJIA Ka4yeCTBa JICKapCTBEHHLIX CPEIACTB, a TAKXKE B
COOTBETCTBHH CO CHEUUPUKAUMAMHE, COAEPKALIMMHCS B PErUCTPALIMOHHOM J0ChE CTPAHBI-UMMOpPTEpA. 3alUCH N0 IPOU3BOCTBRY,
YNAaKOBKE W aHaJIu3y MNPOBEPEHBI, W YCTAHOBJIEHO HX COOTBETCTBHEC TpeﬁOBaHI/U[M l'[panm HaZI,IIC)KaLllCl‘;I l'IpOI/I3B0}.ICTBCHHO]71
[IpaKTHKH EBpa3I/Il7[CKOFO 3KOHOMHYECKOT'O COKO3an.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Ipumeyanue: [TpoaykT cooTBeTCTBYET TpeboBaHusiM HJI 3akmoyenne: OJOBPEHO
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