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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A
Produlct : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoaykr: Keropon™ (keToponak) pacTBop st BHyTPHBEHHOTO W BHYTPUMBILLIEYHOTO BBeAenus, 30 Mr/mn |
Batch No / . V250948 Batch Quantity / . 454545 ampules /
Cepusi Ne ) O6beM cepHH ' 454545 amnyn
Analytical Report No / Date of Analysis /
AnandrHdeckuii oTyer Ne : 890001850221 Jarta ananu3za : 22.12.2025
Date of Manufacture / . 11/2025 Date of Expiry / . 10/2027
JlaTa ¥ipoH3BOACTBA I'open no
Mfg. License No. /
Mpon3soacTrennas : MNB/05/263 i : JITT-Ne(008888)-(PT™-RU)
JuueHsust Ne Homep PY

Rnalysis performed according ND / Anann3s nposeaen no HJI: JII1-Ne(008888)-(PI'-RU)-170225

Pagelof 7/Crp. 1 u37

chromatogram of test solution corresponds
to the main peak in the chromatogram of
standard solution. / Bpems ynepxuBaHus

Ne Test / IlokazaTteab Results / Pe3yibTaThl Specification / Hopma
1 Description / Onucanue Clear colorless solution. / Ilpo3paunsiit | Clear colorless to slightly yellow color
GecLBETHBII pacTBOp. solution. / TIlpo3pauHblii pacTBOp OT
6ecLBeTHOro JO CBETI0-XKENTOTO LIBETA.
2 | Identification* / UnenTudpnkauua*
2a | HPLC*/BOJ)KX* 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

H

pacTsopa.

OCHOBHOTO MMKa Ha XpomaTorpammMe | section). /  Bpems  yaepxuBaHus
UCIBITYEMOr0 pacTBOpa COOTBETCTBYET | OCHOBHOTO MUKa Ha XpoMarorpaMme
BpPEMEHH YAEpPXKHBaHUA OCHOBHOTO INHKa | MUCOBITYEMOIO pacTBopa JOJIXKHO

a COOTBETCTBOBATL BPEMEHH YIEPKABAHMUS
OCHOBHOTO MHKa Ha XpoMaTorpamme
CTaHIAaPTHOTO pacTBopa (pazzen

«KonuuecTBeHHOE onpeneneﬂne»).

XpoMartorpaMmme CTaHOApTHOTO

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Ipumeuanue: ITponykt cootBeTcTByeT TpeboBanusiM H/J 3akawuenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
HoarotosneHo: Pravesh (|lTporepeno: Pardeep  [|TIposepeno (AOK): person / Onobpeno: Obecneuenue
Rana / Kumar Amit Kumar xauecTBa/OTBETCTBEHHOE JIHIIO:

j QI—/‘ ‘l\"/ - K(\.\U]"”L '(U“/”’\L

P ; ™
Date / Date / Date / Date / ' 2L 121-10L5
Hara: 22.12.2025 Hara: 22.12.2025 J|Hara; ’.’Z’,J?.’Z,()l‘?4 e s 11143:1‘?{'«4 B
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CEPTU®UKAT AHAJIU3A
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Prodl;Ct s/

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

Junen3usa Ne

Homep PY

Ipoavkr: Keropon" (xetoposnak) pacTBOp /Uit BHYTPUBEHHOIO ¥ BHYTPUMBILIEUHOTO BBeAeHHs, 30 Mr/Mi |
Batch No / . V250948 Batch Quantity / _ 454545 ampules /

Cepus Ne ) O6nem cepuu " 454545 amnyn

Analytical Report No / Date of Analysis /

AnanuTHuecknii oTuer Ne : 890001850221 Jara ananauza 1 22122025

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

Jara npousBoacTaa Topen no

Mfg. License No. /

poussoxcraentas : MNB/05/263 o : JIT-Ne(008888)-(PT'-RU)

Analysg performed according ND / Ananu3s nposeaen mo HJI: JIIT-Ne(008888)-(PI'-RU)-170225

Page2of 7/Crp. 2 u37

Ne Test / [Tokazarennb

Results / Pe3ysibTaTbl

Specification / Hopma

2b UV- spectrophotometry* /

UV absorption spectra of the test solution

UV absorption spectra of the test solution

Y®-cnekmpogomomempus*

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 NOTIOLIEHHs
UCIBITYEMOTrO  pacTBopa M pacTBopa
cTaHfapTHoro  ofpasua  KeToponaka
TpoMeTamuHa B o6mactu ot 200 mo 400 HM
HMEIOT MAaKCUMYMbl IODJIOLUEHHS OpH

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®-cnekTps
MOTNOILEHNA HCIBITYEMOr0 pacTBopa H
pactBopa CTaHIAPTHOTO o6pasua
KeTopoJiaka TpOMETaMHMHa B OONacTH OT
200 mo 400 HM [OKHBI HMETDH

Buaumeie yacTHLBI

32242 M. MAaKCUMYMBI MOTJIOMIEHUS npu 322+2 HM.
3 Clarity / Ilpo3pauHocTb The opalescence of the sample does not | The opalescence of the sample should not
exceed opalescence of reference | exceed opalescence of reference
suspension I. / Onanecuexuus npenapara | suspension 1. / OnanecieHius npenapara
HE MPEBBILIACT ONATECLEHIHIO CYCIIEH3UN | He AOJDKHA MPEBBILIaTh OManecleHHHIo
cpaBHeHwus L. CYCTIEH3UHU cpaBHeHus L.
4 Color / IIBeTHOCTD 0.04 Absorbance should be not more than 0.20
Abs at a wavelength of 430 nm. /
TTornomeanua nomknn ALITEL e Gonee (0,20
NpH ANUHE BOJNHH 430 HM.
S pH 7.4 From 6.9t07.9./0t16,9 no 7,9.
6 Particulate matter / Mexanuyeckue BKJIOYEHHUS
6a | Visible particles / Complies / CooTBeTCTBYET Should be absent. /

JloIKHEI OTCYTCTBOBATS.

Remarks : The Product confirms to ND/

TMpumeyanne: ITpoaykT cooTBeTCTBYET TpeboBanusm HJI

Conclusion ;: APPROVED /
3axmouenue: OJIOBPEHO

TeRisTOreT

Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized
[Moxrorosnexo: Pravesh ||[Tpoeepeno: Pardeep I[Tpoeepeno (AOK): person / Opobpeno: Obecneuenue
Rana (/ Kumar Amit Kumar KauecTBa/OTBETCTBEHHOE JIULIO:
of." 8 LUt Kimae
/’ oE J’\\‘/’ o é
/ <

|Date / Date / Date / Date / 212401
Hara: 22.12.2025 Hara: 22 12 2025 Hara: 22.12. 2025 ,[[dT’!
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CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A

Dr. Reddy's Laboratories Ltd,

Formulation Unit-6
Vill. Khol, Naiagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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‘Product Vi

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

auuensua Ne

Homep PY

Ipoay Kr: Ketopon" (keToponiak) pacTBOp Ass BHYTPUBEHHOTO U BHYTPHMbILLEYHOrO BBeAeHHs, 30 Mr/mn
Batch Mo / . V250048 Batch Quantity / . 454545 ampules /

Cepus Ne ) O6bem cepun 454545 amnyn

Analyti cal Report No / Date of Analysis /

Anann¥nyecknii oruer Ne : 890001850221 Jara ananauza ¢ .22.12.2025

Date of Manufacture / . 11/2025 Date of Expiry / . 10/2027
JdaTta npousBojacTBa I'oxen go

Mfg. License No. /

NpoussoxcToentas : MNB/05/263 ey : JIT-No(008888)-(PT"-RU)

Analysis performed according ND / Anasus nposeaen no HJI: JIT1-Ne(008888)-(PI"'-RU)-170225

Page3 of 7/ Crp. 3 mu3 7

Ne Test / INoka3zaTenan

Results / PesyabTaThi

Specification / Hopma

6b | Invisible particles /
HeBuanMbie YacTHLBI:

i. Particles> 10 pm/ 1 not more than 6000 per ampoule; /
YacTuy pazmMepom > He 6onee 6000 Ha ammyy;
10 MxM

ii. particles > 25 pm/ 0 not more than 600 per ampoule. /
4acTUL| pa3MEpOM > He 6onee 600 Ha amnyny.
25 MKM

7 Impurities / Ilpumecu
Impurity A / [lpuMecs A 0.09 % not more than 0.20 % / He 6onee 0,20 %;

Impurity B / [Ipumecs B

Below LOD (LOD = 0.014 %) / Huxe
npenena obHapyxenns (110 = 0.014 %)

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

Individual unidentitied
impurity / Enunudnas
HeUACHTH(UIMPOBaHHAs
MpUMech

npezena obHapyxeHus (ITO = 0.014 %)

Below LOQ (LOQ = 0.050%) / Huxe
npeiena KOJIHYECTBEHHOTO OTpe/IeNIeHUs
(ITKO =0.050%)

Impurity C / ITpumecs C Below LOD (LOD = 0.010 %) / Huxe not more than 0.50 % / He 6onee 0,50 %;
npezena obuapy#xenus (IO = 0.010 %)
Impurity D / ITpumecs D Below LOD (LOD = 0.014 %) / Huxe not more than 0.20 % / He 6oee 0,20 %.

Not more than 0.20 % / He 6onee 0,20 %.

Total impurities / Cymma 0.1% Not more than 1.50 % / He 6onee 1,50 %.
npuMmecei
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: IIpoaykT cooTBeTcTBYET TpeboBanmsM HJJ 3akmwouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Toarorosneno: Pravesh |[[IpoBepeno: Pardeep  |{[Ipoeepero (AOK): person / Onobpeno: Obecneuenue
Rana k /’ Kumar Amit Kumar . kadecTBa/OTBETCTBEHHOE JIMLO:
y Ko Suwie KA.
y & ‘ o
Date / Date / Date / Date / 29-l1-1 0%
Hata: 22.12.2025 . }1§T32n2nr1‘2%012§r ‘&L“gfnggll%%c)\ﬁ“ e AT e i oo e
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Forrnulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
5001-02
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CEPTUD®UKAT AHAJIM3A

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

Ipoay Kr: Keropon" (ketoposiak) pacTBop Uit BHYTPMBEHHOTO M BHYTPUMBILIEUHOTO BBeAeHHs, 30 mr/mMn
Batch Mo / . V250048 Batch Quantity / . 454545 ampules /
Cepus Ne ’ O0bem cepHH * 454545 amnyn
Analytical Report No / Date of Analysis /

Ananurnyecknit oruer Ne : 890001850221 Jara ananusa $ 22.12.2025

Date of Manufacture / . 11/2025 Date of Expiry / . 10/2027
JaTa npon3BoACTBA I'oxeH a0

Mfg. License No. /

Tponssoxcrennas : MNB/05/263 ML numbers / : JITI-Ne(008888)-(PT-RU)
JuneH3ns Ne Howmep PY

Analysis performed according ND / Anaaus nposexen no HJI: JITT-Ne(008888)-(PI-RU)-170225

Paged4 of 7/ Crp. 4 n3 7

Ne Test / IToka3zaTenn

Results / Pe3yabTaThl

Specification / Hopma

8 Extractable volume* /
Hisnexaemplii 00bemM™

10.3 ml/ 10.3 mn

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

He menee 10,0 mn (06beM, U3MepeHHBIH
Ha OCHOBaHWM 0ObEIUHEHHOTO
cogepxxumoro 10 ammyn).

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 :EU/mg of Ketorolac
BakTtepuajabHble /<=0.725 E3/mr Trometamol. / He 6onee 5,8 ED/mMr
3HAOTOKCHHBI KeTopoJlaka TpoMeTaMHHa.

10 | Sterility**/ NA Must be sterile. / JlomxeH ObITb
CrepniabHOCTB** CTEPUIbHBIM.

onpeaesieHue

11 | Assay/ KoaunyecTBeHHOE

30.22 mg/30.22 mr

From 27.0 mg to 33.0 mg of Ketorolac
Trometamol per 1 mL. / Ot 27,0 Mmr 1o
33,0 Mr keToposaka TpoMeTamosa B 1 M.

12 Ethanol content /

ITaHoJI

11.82%/11.82 %

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

Remarks : The Product confirms to ND/
[Mpumeuanue: [IponykT cooTBeTCTBYET TpeOoBaHUAM HJT

Conclusion : APPROVED /
3aknwuenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Tonrorosneno: Pravesh |[[Tposepero: Pardeep  |({[Tposepero (AOK): person / Ono6peno: Obecnieuenue
Rana Vi Kumar Amit Kumfxr Pa kaduecTBa/OTBETCTBEHHOE JIHLIO:

| Qf,,— R Cumit KUmMARr

P 4 b t (_<M
Date / Date / Date / Date / 22-2-4015
Hara: 22.12.2025 Jara: 22.12.2025  f(|fata: 22.12.2025 ~ |Mata: = .. . ..

Rt e ST —Read M Ramaes Mo Hwdaran — i

Téi: +91 40 42C0 2900, Fax: +91 40 4200 2999, Email: mail@drreddys.co

CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS

Dr. Raddy's Laboratories Ltd,

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,

Distt, Solan, H.P,, 173 205, INDIA
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CEPTUO®HUKAT AHAJIN3A

Product: / Ketorol™ (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
| Mpoay Kr: Ketopon™ (ketoponak) pacTBop AJisi BHYTPHBEHHOIO H BHYTPUMBILIEYHOrO BBEAeHMS, 30 mr/miu
Batch No / . V250948 Batch Quantity / _ 454545 ampules /
Cepus Ne ) O6bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /

AnannThuecknii oryer Ne : 890001850221 HMarta anannza 1 22.12.2025

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

Jdata npou3BoacTBa I'ogen no

Mfg. License No. /

HpousBoncTaennas : MNB/05/263 L it : JITT-Ne(008888)-(PT-RU)
anuen3us Ne Homep PY

Analysis performed according ND / Anann3 nposei(en mo HJI: JITT-No(008888)-(PI'-RU)-170225

PageSof 7/Crp.S5u3 7

Ne Test / Iloxasarenanb

Results / Pe3yjabTaThl

Specification / Hopma

13 | Packaging / Onucanne
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. /

[To 1 Mn B aMIlysibl U3 CBETO3ALIUTHOIO
CTeKJIa TEMHO-KOPUYHEBOTO LIBETA Kiiacca
I. B BepxHeill yacTH ammyJjbl HaHECEHSI
KOJIbLIO M TOUKa s paznoma. Ha amnyny
HaKJIEUBAIOT ITUKETKY.

Ilo 10 amnyn BMecTe € JIACTKOM-
BagpimeM B [1BX/anioMuHueBblii
onucrep. Ilo 1 Onucrepy B nauky
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 lcaflet in a PVC/aluminum
blister.

1 blister in a carton pack; for in-patient
Jacilities: 2, 3, 5 blisters 1n a carton pack.
/

ITo 1 Mn B amnyJibl U3 CBETO3ALUTHOIO
CTeKJIa TEMHO-KOPUYHEBOTO LIBETa Kjlacca
I. B BepxHeH 4acTH ammyJibl HaHECEHSI
KOJIBLIO M TOUKa AJsi paziioma. Ha ammyny
HaKJIEUBAIOT STHKETKY.

[To 10 amMnyn BMecTe C JIHCTKOM-
BknaapliieM B [IBX/antoMuHHeBbIH
6nucrep. Ilo 16nuctepy B nauky
KapTOHHYIO; 015 cmanuorapog: no 2,3, 5
OIMCTEPOB B Na4YKY KAPTOHHYIO.

* Tests are not performed during the stability investigation. / * McnblTaHus He MPOBOJAT B XOE UCCIIEAOBAHMS

CTaOMIILHOCTH.

** Release quality control of the perfomance is carried out for every 15th batch. / ** [1pu Beimycke npernapara

KOHTPOJIb Ka4ecTBa 10 MOKa3aTes o MPOBOAMTCA AMs KaxA0H 15-0if cepun.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: Ipoaykt cooTBeTcTBYeT TpeboBanusim HJI Baknarwuyenune: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Toarorosneno: Pravesh ||[Tposepero: Pardeep  [|[Tposepeno (AOK): person / Onobpeno: ObecneueHue
Rana / Kumar Amit Kumar " kauecTBa/OTBETCTBEHHOE JIULO:

d - AN—"_ QUL KU AR

[ <
Date / Date / Date / Date / L2A2-00)%
Hata: 22.12.2025 || Hara: 22 1 2025 ZLaTa 22.12. 20”5u " AT i i
N i ) r\—if,f 1 iy Tgibe]
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CERTIFICATE OF ANALYSIS Ll (_jrrcddw o
CEPTU®UKAT AHAJIV3A o o
Product: / Ketorol™ (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
| Hpoayxr: Keropon™ (keroponak) pactBop [U1ss BHYTPMBEHHOIO M BHYTPUMBILIEYHOro BBEAeHHMS, 30 Mr/mn
Batch No / . V250948 Batch Quantity / _ 454545 ampules /
Cepus Ne ) OGbem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /
AHanurnyeckuii oTyer Ne : 890001850221 JlaTa aHa/u3a s 22.12.2025
Date of Manufacture / . 11/2025 Date of Expiry / . 10/2027
Jara npou3BoacTBa Togen oo
Mfg. License No. /
ﬂ’;’:::::ﬁ:fe""aﬂ : MNB/05/263 1}"‘& 'e‘;';,“;,er" : JIM-Ne(008888)-(PT-RU)

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

Page 6 of 7/ C1p. 6 u3 7

API name / Hanmenosanue AQC: Ketorolac Trometamol / Ketoponaka TpomMeTamon
INN / MHH: Ketorolac / Ketoponak

API manufacturer batch number / YKTM0440725

Homep cepun npousBoautens A®C:

FP Manufacturer API Batch number /

Homep cepnu cybcTaHnNH NPON3BOANTESA FESA00455

IJ1®:

API Manufactured by & country / Symed Labs Limited, India /
IIpoussoaurtens A®C, cTpana: Caiimen Jla6c Jlumuren, Unaus

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

HaumeHoBaHue, agpec, JIMUEH3Hs AJs1
ITpouspoacTeennas miomwaaka / Ilnomwaaka
KOHTpOJIfA kayecTBa / [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) /
J-p Pepow’c Jlabopatopuc Jita., Uuaus, [IpousBojcTBeHHOE noapaszneneHue-0,
Bunn. Kxonw, Hanarapx Poyn, bamau, Quctpuxt Conan, X.I1., 173205, Uuaus
(mmuensust 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». /

3akJ/oueHue o0 coorrercTBUM: «Hacrosamum s NOATBEPXKAAK), YTO NPUBEACHHAA BBILIC HH(bOpMa]_H/I}I ABIAETCA JIOCTOBCpHOﬁ H

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [Iponykt cooTBeTcTBYET TpeboBanmsaM HJJ 3aknwuyenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[lonrorosneno: Pravesh ||[Ipoeepeno: Pardeep  (|TIposepeno (AOK): person / Opobpeno: Obecneuenue
Rana Kumar : Amit Kumar A kavyecTBa/OTBETCTBEHHOE JIUIIO:
1 i o WAL Rum Q@
F i [ — o
Date / Date / Date / Date / 22142008
Mlara: 22.12.2025 pfara: 22122025 Hara: 22.12.9005 1 oo W8 a0 totangana india

Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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Dr. Reddy's Laboratories Ltd.
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Dr. Reddy s ". Vill, Khol, Nalagarh Road, Baddi,

Distt, Solan, H.P,, 172 205, INDIA
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CERTIFICATE OF ANALYSIS ' :-/d' e o
CEPTUOUKAT AHAJIM3A W/ oe0eee

Product: / Ketorol™ (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoaykr: Ketopon" (ketoponax) pactBop /uisi BHyTPUBEHHOTO H BHYTPHUMBILIEUHOr0 BBeAeHH, 30 Mr/mn
Batch No / . V250048 Batch Quantity / . 454545 ampules /
Cepus Ne ) O06bem cepHH ' 454545 amnyn
Analytical Report No / Date of Analysis /
AHanuTHYecKHii oTueT Ne : 890001850221 Jara anaausza : 22.12.2025
Date of Manufacture / . 11/2025 Date of Expiry / . 10/2027
Jara npon3Boacrea I'onen mo
Mfg. License No. /
NponssoncTeennas : MNB/05/263 DA muomber:s J : JITI-Ne(008888)-(PT-RU)
JHueH3ua Ne Homep PY
Analysis performed according ND / Ananus nposeaen mo HJL: JITT-Ne(008888)-(PT'-RU)-170225

Page 7 of 7/ Ctp. 7 1n3 7
TOYHOH. OTa cepust MPOAYKLUMM NPOM3BEAEHA (BK/IOUYAs YNaKOBKY (MapKUpPOBKY) M KOHTpPOJb KauecTBa) Ha BbILUEYKAa3aHHOM
NPOM3BOACTBEHHON MIomanke (IUIoLaAKax) B MIOJHOM COOTBETCTBUHU ¢ TpeboBaHUssMH [IpaBun Haasexaiieil IpOM3BOACTBEHHOM
NpakTUKK EBpa3zuiickoro 3KOHOMHUYECKOro c0103a M TpeOOBaHMAMH KOHTPOJS KauecTBa JIEKAPCTBEHHbIX CPEACTB, a TakXkKe B
COOTBETCTBUM CO CEUMPUKALUAMY, COAEPKAMMHUCA B PErHCTPALMOHHOM J0ChE CTPaHbI-UMIIOPTepa. 3anucH MO MPOU3BOACTRY,
YNaKOBKE M aHanu3y MNpPOBEPEHBI, U YCTAHOBJIEHO HX cooTBeTcTBHe TpeboBanusM [lpaBun Hamiexaiiel MPOH3BOACTBEHHOMU
NpakTUKH EBpa3uiickoro 3kOHOMHYECKOTO COKO3ay.

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