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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT 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.drieddys.com

_Produ&:—/

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

Tipoxykr:  Keropon™ (keToponak) pacTBOp Asist BHYTPUBEHHONO U BHYTPHMBIIIEUHOTO BBEICHHA, 30 mr/ma
Batch No / . V250889 Batch Quantity / _ 454545 ampules /
Cepnst Ne ) O0bem cepuu " 454545 amnyn
Analytical Report No / Date of Analysis /
AnangTiaecKHii oTder Ne : 890001849299 JlaTa anajusa : 30.11.2025
Date of Manufacture / . 11/2025 Date of Expiry / . 10/2027
Jara mpon3BoACTBA T'onen xo
Mfg. License No. /
HpoussoxcTaennas : MNB/05/263 MA number: / : JITT-Ne(008888)~(PI"-RU)
aunensus Ne Homep PY

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

No Test / [Toxa3arTeanb

Pagelof 7/Crp. 1 n3 7

Results / PesyabTaTtsl

Specification / Hopma

1 Description / Onucanue

Clear colorless solution. / Ilpo3paunsrii
6ecLiBETHBIH pacTBOD.

Clear colorless to slightly yellow color
solution. / Tlpo3paunbli pacTBOp OT
GecCLBETHOrO 0 CBETI0-XKENTOrO0 LBETA.

2 | Identification* / UpenTuduxannsa™

HPLC* / BOXKX*

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
OCHOBHOTO TIMKa Ha XpoMmaTorpamMme
HCIIBITYEMOTO  pacTBOpa COOTBETCTBYET
BpEMEHH YAEPXKMBAaHUS OCHOBHOTO MHKa
Ha XpoMmarorpaMme CTaHZapTHOTO
pacrtBopa.

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  ydepxuBaHHUA
OCHOBHOrO0 IIHKa Ha XpoMatorpamme
UCIIBITYeMOTO pacTBOpa JIOJKHO

COOTBETCTBOBATh BPEMEHH YJEpP)KUBaHUA
OCHOBHOT'O TMHKa Ha XpoMarorpaMme
CTaHIApPTHOTO pacTBOpa (pasnen
«KonuuecTBeHHOE ONpENENICHUEN).

Remarks : The Product confirms to ND/

Hpumeuanue: IIpoayKT cooTBeTCTBYET TpeboBaHusIM HJ

Conclusion : APPROVED /
3akmouenne; OJOBPEHO

Prepared hy/ Checked hy / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Moarororneno: Pravesh ||TIpoeepeno: Pardeep [Mposepeno (AOK): person / OnobpeHo: Obecnedenue
Rana Kumar Amit Kumar A KauecTea/OTBETCTBEHHOE JIULIO:
' — SUITL Ry pe—
/ — [ <
Date / Date / Date / Date / b 1)-028
Hara: 30.11.2025 Hara: 30.11.2025 Hara: 30.11.2025 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: -+91 4C 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-6

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

Tel :

v91 98166 56001 02

CEPTUO®PUKAT AHAJIN3A www.drieddys.com
Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml i
TIpoaykr: Ketopon® (ketoponak) pacTBop jijisl BHyTPHBEHHOIO M BHYTPHMBILIEUHOTO BBEICHHS, 30 Mr/mn
Batch No / Batch Quantity / 454545 ampules /
: V250889 .

|Cepus Ne Obnem cepnn 454545 ammyn

Analytical Report No / Date of Analysis /

AHanuTHYECKHH oTUeT N2 : 890001849299 Jara ananuza : 30.11.2025

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

Jara npoH3BOACTBA I'ogeH no

Mfg. License No. /

TNpou3BojcTBeHHAs : MNB/05/263 MA number: / : JIT-Ne(008888)-(PT-RU)

Junensns Ne ‘HOMep PY
Elalysis performed according ND / Anaaun3 nposenes mo HJI: JITT-Ne(008888)-(PT-RU)-170225

Page2of 7/Crp. 2 m3 7

’ No Test / [Toxa3aTenn

Results / Pe3yabTaTsl

Specification / Hopma

2b UV- spectrophotometry® /

Y@-cnekmpogomomempun*

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®-cnexTphl NOIIOLIEHHUS
UCTIBITYEMOrO  pacTBOpa U pacTBopa
cTaHmapTHOro  o0pa3la  KeTopoJjaka
TpoMeTamuHa B oonactu ot 200 1o 400 HM
UMEIT MAaKCHMYMBbI MOIJOILIEHHS IpH
32242 um.

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 ®-crekTpsl
OOTMOLIEHUST HCIBITYEMOI'O PacTBOpa M
pacteopa CTaHIapTHOTO obpasua
KETOpoNaka TpPOMETaMHHa B o0nactu oT
200 mo 400 HM JOMKHBI HMETh
MaKCUMYMBbI [IOMJIOWIEHHUS TPU 32242 HM.

3 Clarity / Ilpo3pauHocTs

The opalescence of the sample does not
exceed opalescence of  reference
suspension I. / OnanecueHuus npenapaTa
He MPEBBIIIAET ONANECLUEHLIUIO CYCIIEH3UH
cpaBHeHus 1.

The opalescence of the sample should not
exceed opalescence of reference
suspension I. / OnanecueHuus npenapara
HE JOJDKHA MPEBbIILATh OMNaJIECLEHLIHIO
CYCNEH3UH cpaBHEHHUA L.

BunuMmble yacTHIIbI

4 Color / l1eTHOCTH 0.04 Absorbance should be not more than 0.20
Abs at a wavelength of 430 nm. /
ITornomenne A0JHKHO ObITL HE Gonee 0,20
npu JuinHe BOJTHbI 430 HM.

5 pH 7.4 From6.9t07.9./016,9 o 7,9.

6 Particulate matter / MexaHH4eckHe BKJIIOUEHHUS

6a | Visible particles / Complies / CooTBeTCTBYET Should be absent. /

ﬂOJ'I)KHLI OTCYTCTBOBATbD.

Remarks : The Product confirms to ND/

Hpumeuanue: ITponykt cooTBeTcTBYET TpeboBaHusM HY

Conclusion : APPROVED /
3akmroyenue: OJJIOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[oarotoeneno: Pravesh |[[[Ipoeepeno: Pardeep [TposepeHo (AOK): person / Onobpeno: ObecnedeHne
Rana / Kumar Amit Kumar \ kadecTBa/OTBETCTBEHHOE J'II/IH% e
7 L QUNTLC KU
Date / Date / Date / Date 0 ’r-((}\)fr
Hata: 30.11.2025 Hara: 30.11.2025 Hara: 30.11.2025 Hata

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - =00034, Telangana, india
Tel: +91 40 4900 2900, Fax: +31 4C 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOPHUKAT 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

_ITroduct ./

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

Hpoaykr: Keropon™ (keToponak) pacTsop AJ1s BHYTPHBEHHOTO M BHYTPMMBILIEYHOTO BBeAeHHS, 30 mr/mi |
Batch No / Batch Quantity / 454545 ampules /
: V250889 :
|Cepust Ne O6bem cepun 454545 amnyn
Analytical Report No / Date of Analysis /
AHATHTHYECKHH oTYeT N2 : 890001849299 Jara ananuza : 30.11.2025
Date of Manufacture / . 11/2025 Date of Expiry / . 10/2027
Jara npou3BoacTBa Conen go
Mfg. License No. /
[Ipoussoncraennas . MNB/05/263 MA number: / . JITT-Ne(008888)-(P-RU)
JneH3ns Ne Homep PY

Analysis performed according ND / AHanH3 nposeaen o HJI: JITT-Ne(008888)-(PT-RU)-170225

Page3 of 7/Crp.3u3 7

No Test / [TokazaTenan Results / Pe3yabTaTsl Specification / Hopma
6b | Invisible particles /
HeBraoumbie YacTHLIBI:
i. Particles> 10 pm/ 33 not more than 6000 per ampoule; /
YacTtuu pasmepom > He 6onee 6000 Ha ammyny;
10 Mxm
it. particles > 25 pm/ 0 not more than 600 per ampoule. /
YacTUL pa3MepoM > He 6osee 600 Ha amnyy.
25 MKM
7 IHpurities / Ilpumecu o
Impurity A / I[Ipumecs A 0.10 % not more than 0.20 % / He 6o1ee 0,20 %;

Impurity B / Ilpumecs B

Below LOD (LOD = 0.014 %) / Huxe
npenaena obuapyxenua (IO = 0.014 %)

not more than 0.50 % / ve 6o01ee 0,50 %;

Impurity C / Ilpumecs C

Below LOD (LOD = 0.010 %) / Hixe
npexaena obHapyxenus (IT0O = 0.010 %)

not more than 0.50 % / "e 6oiee 0,50 %,

Impurity D / [Ipumecs D

Individual unidentified
impurity / Enuanynas
HeUAESHTU(GHIMPOBAHHAS
MPUMECH

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

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

Below LOQ (LOQ = 0.050%) / Huxe
npeneia KOJHMYeCTBEHHOrO ONpeNeTeH s
(ITKO =0.050%)

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

Total impurities / Cymma 0.1% Not more than 1.50 % / He 6onee 1,50 %.

rnpuMecen
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Mpumeuanne: [poaykr coorsercrByer Tpedosannam HJT 3axknouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[MoarotoeneHo: Pravesh ||[Tposepeno: Pardeep [Mposepeno (AOK): person / Onobpeno: ObecneueHe
Rana Kumar Amit Kumar \ kavecTsa/OTBETCTECHHOE JHIIO!

) ; Ko - Lyt RuMAR_
| = = o

Date / Date / Date / Date / Q0 |—_ULT
Hara: 30,11.2025 Hara; 30,11.2025 Hara: 30.11.2025 Hara:

Registered Office: 8-2-337, Road No. 3, banjara Hills, Hyderzbad - 500034, Telangans, India
Tel: +91 40 4900 2900, Fax: +31 4C 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

CERTIFICATE OF ANALYSIS 1o - 191 93166 56001 02

CEPTUDPUKAT AHAJIU3A www.drreddys.com

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

| poxyKT: Ketopoa™ (keToponak) pacTBOp A/l BHYTPUBEHHOIO U BHYTPUMBILIEYHOTO BBeCHNS, 30 mr/mn
Batch No / . V250889 Batch Quantity / . 454545 ampules /
Cepust Ne ) O6Bem cepuu © 454545 amnyn
Analytical Report No / Date of Analysis /
AuamuTuyecknii oTuer Ne : 890001849299 Hdarta anannza : 30.11.2025
Date of Manufacture / . 11/2025 Date of Expiry / . 10/2027
/laTa NpoH3BOACTBA I'open 1o
Mfg. License No. /
IponseoncTaenHas : MNBJ/05/263 A nuimBer: : JITI-Ne(008888)-(PI™-RU)
Jumensus Ne Homep PY

Analysis performed according ND / AHaim3 nposeaen mo HJI: JITT-Ne(008888)~(PT"-RU)-170225

Paged4of 7/Crp. 4m37

Ne

10 | Sterility**/
CTepuabHOCTL**

NA

Test / [lokazaTens Results / Pe3yabTaThl Specification / Hopma
8 Extractable volume* / 10.5ml/ 10.5 mn Not less than 10.0 ml (collectively
H3Bnexaemslii o6bem™ measured volume of 10 ampoules). /
He menee 10,0 mn (06beM, H3MepeHHbIH
Ha OCHOBaHHU 0O6beIMHEHHOTO
comepxumoro 10 ammyn).
9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac '
BakTtepunajinHbie /<=0.725 ED/Mr Trometamol. / He ©6onee 5,8 ED/mr
IHIAOTOKCHHBI KETopoNiaka TpPOMeTaMUHa.

 Must be sterile. / JomkeH ObITh
CTEPUTLHBIM.

11 | Assay/ KosunuecTBeHHOe
onpeaeneHne

~ 30.56 mg/30.56 Mr

From 27.0 mg to 33.0 mg of Ketorolac
Trometamol per 1 mL. / Ot 27,0 Mr no
33,0 MTr KeTopoJiaKa TpoMeTamona B 1 M.

12 | Ethanol content/ dTanon

11.66 %/ 11.66 %

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/
IMpumeuaune: [IponykT cootBeTcTBYET TpeboBanusam HJJ

Conclusion : APPROVED /
3akmodyenne: OOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IMoarorosneno: Pravesh [[TTposepeno: Pardeep ITposepeno (AOK): person / Opobpeno: Obecneyenne
Rana / Kumar Amit Kumar N KauecTea/OTEeTCTBEHHOE JTHLIO:
J /

/i Q\L//’ \— - KUN( C KVW”Q&

7 b | &
Date / Date / Date / Date / RoA 120X
Hara: 30.11.2025 Hara: 30.11.2025 Hara: 30.11.2025 Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLLC004507
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
Tel : +91 982166 56001-02

CEPTUDPHUKAT AHAJIN3A www.drieddys.com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoayxr: ~ Keropon™ (ketoposnak) pacTsop A1t BHyTPHBEHHOIO U BHYTPUMBILIEYHOTO BBe/ieHHd, 30 mr/mn |
Batch No / . V250889 Batch Quantity / . 454545 ampules /
Cepus Ne ) OGbem cepuH " 454545 amnyn
Analytical Report No / Date of Analysis /

AnanaTHYecKHiH oT4eT No : 890001849299 Jara anannza : 30.11.2025

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

JdaTa mpousBoacTBa I'ogen 1o

Mfg. License No. /

TponsBoacTBeHHasn . MNB/05/263 MA number: / : JII-Ne(008888)-(PI-RU)
| JauneH3us Ne Homep PY

f
|Analysis performed according ND / Anaan3 nposexen mo HJI: JII1-Ne(008888)-(PT-RU)-170225

PageSof 7/Crp. 5m3 7

|
Ne | Test / [lokazaTeab

Results / Pe3yabTaThl

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/aiuminum biister.

1 blister in a carton pack. /

ITo 1 Mn B amMIysbl U3 CBETO3ALUUTHOIO
cTeKIa TeMHO-KOPHYHEROT0 LiBETa Kiacca
I. B BepxHell 4acTU aMILyjbl HaHECEHbI
KOJIBLIO ¥ TOUKa A/ paznoma. Ha ammymy
HAKJIEUBAIOT 3THKETKY.

I[Io 10 amnyn BMecTe € JIMCTKOM-
Bknanpimiem B [IBX/amomHHUEBbIH
6nuctep. Ilo 1 6nuctepy B nauky
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 1s attached to
ampoule. 10 ampoules and a patient
information ieafiet in a PV C/aluminum
blister.

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

[To 1 Ma B aMILyJibl U3 CBETO3AILMTHOIO
CTeKJ1a TEMHO-KOPHYHEBOTrO LBeTa Kilacca
I. B BepxHel 4acTd aMIlyJIbl HAaHECEHHI
KOIIbIIO U TOUKa g paznoma. Ha ammyny
HaKJIEUBAIOT STHKETKY.

Ilo 10 ammyn BMeCTE C JIUCTKOM-
prnagsiieM B [IBX/anromMuHueBbIH
6nucrep. Ilo 1 6nucrepy B nayky

KapTOHHYIO; 0751 cmayuoHapog: no 2,3, 5
6a1CTEPOB B MAYKY KAPTOHHYHO.

* Tests are not performed during the stability investigation. / * McnibITanus He IPOBOAAT B XO/1€ HCCIIENOBaHUA
cTabUImBHOCTH.

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

KOHTPOJIb Ka4€CTRA [0 MOKAa3aTEeNt0 NPOBOIUTCS Ul Kaxa0# 15-01 cepuu.

Remarks : The Product confirms to ND/

IMpumeuanue: ITponykt coorBercTByeT TpebopanusM HJJ

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Preparad hy / Checked hy / Checked by (AQA) / Approved hy: Quality Assurance/Authorized
[NoarorosneHo: Pravesh |{[IpoBepeHo: Pardeep ITposepeno (AOK): person / Onobpeno: Obecneuesue
Rana Kumar Amit Kumar A kauectsa/OTBETCTBEHHOE JIMIIO:
j' Ne—" LyritC YWl
- [ &)
Date / Date / Date / Date / QO A0S
Jara: 30.11.2025 JHara: 30.11.2025 Jara: 30.11.2025 Jara:

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

500034, Teiangana, Indiz

Tel: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




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

@
DI’. Reddy,s ‘_... Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS  Tef - +91 98166 56001-02
CEPTUO®UKAT AHAJINU3A www.drreddys.com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
 IHpoaykr: ~ Keropon™ (keToposiak) pacTBOp ANl BHYTPMBEHHOTO M BHYTPHUMBILIEYHOTO BBEACHHS, 30 Mr/mu
Batch No / . V250889 Batch Quantity / . 454545 ampules /
Cepus Ne ) O0bem cepHu " 454545 amnyn
Analytical Report No / Date of Analysis /

AHanuTHYeCKHIi oTYeT Ne : 890001849299 Jara anaiu3a : 30.11.2025
Date of Manufacture / - 11/2025 Date of Expiry / . 10/2027
Jara mpou3BoacTBa I'oxen no

Mfg. License No. /

Hpouseoxcreennas : MNB/05/263 MA mumber: / : JITI-Ne(008888)-(PT-RU)

JuueH3us Ne Homep PY

Analysis performed according ND / Ananu3s nposenen mo HJI: JITTI-Ne(008888)-(PI"-RU)-170225
Page 60f7/Crp. 6137

| API name / HanvenoBanne A®C: Ketorolac Trometamol / Keroponaka TpoMeTamon
INN / MHH: Ketorolac / Keroponak
API manufacturer batch number / K TMO320625
Homep cepuu npounsoautens ADC:
FP Manufacturer API Batch number/
Howmep cepuu cyGcTaHIHMH IPOH3BOAHTEJISA FESAQ0395
IJo:
API Manufactared by & country / Symed Labs Limited, India /
Ipouzeoaurens A®C, cTpana: Caiimen Jlabc Jlumuten, Mnnus

IName, EdTEss; Ruthorization:NolforHE Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol, Nalagarh

manufacturing site / Control site / Release | 5 4 B244i Distt. Solan, H.P. 173205, India (license No No MNB/05/263) /
site / s
H-p Pemmu’c Jla6oparopuc JIta., Unnus, [IpoussoacTseHHoe nopasaeieHue-6,

H s
Haﬂr:::;?::::;p;;;:E:::;lﬂsilamca Bumn. Kxons, Hanarapx Poyn, Bagau, Quctpukr Conan, X.I1., 173205, Unpus
p (nmunensus Ne No MNB/05/263

KOHTpOJIsA Kavecrra / [lomaaka Beimycka

Declaration of certification: « 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». /

Jakn0YeHHe 0 coOTBeTCTBHU: «HactodmuMm s MOATBEPXKAAK0, 4TO INPUBCACHHAs BBIIIC I/IHCI)OpMaI_II/Iﬂ ABIIACTCA IIOCTOBCpHOﬁ 48

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Ipumeuanue: [IpoxykT cooTBeTCTBYET Tpebosanmam HJI 3akmoyenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IMoaroroeneHo: Pravesh |[[Tposepeno: Pardeep  ||[Tposepeno (AOK): person / Onobpeno: Obecneyenue
Rana Kumar ) Amit Kumar N kauecTBa/OTBETCTBEHHOE JIULIO!
c::j—/’ A" Ly L gy AT

- = f v : V\/’
Date / Date / Date / Date / Qo )~A025
Hara: 30.11.2025 Hara: 30.11.2025 Hara: 30.11.2025 Jlara:

Registered Office: 8-2-337, ioad No. 3, Banjara Hills, Hyderabad - 560024, Telangana, India
Tei: +91 40 4900 2900, Fax: +31 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLLC004507
www.drraddys.com



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

@
Dr. Reddy,s ‘;. Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS 1o/ 91 58166 5600102

CEPTHOPUKAT AHAJIM3A www.drreddys.com

| Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
[ poxyxr: Keroposi™ (keToposiak) pacTsop AAs BHYTPUBEHHOrO M BHYTPUMbIIHCYHOrO BBCACHHA, 30 mr/mn
Batch No / . V250889 Batch Quantity / . 454545 ampules /
Cepus No ) O6nem cepuit 454545 ammyn
Analytical Report No / Date of Analysis /
AnandTuyecknii oryer Ne : 890001849299 Hara anannsa : 30.11.2025
Date of Manufacture / . 11/2025 Date of Expiry / . 10/2027
JaTta npou3BoacTsa Tonen 10
Mfg. License No. /
IponseoncTEennas : MNB/05/263 NS T : JITT-Ne(008888)-(PT-RU)
JumeH3ust Ne Howmep PY
Analysis performed according ND / Ananus npoBesieH 1o HI[ JITT-Ne(008888)-(PI'-RU)-170225

Page 7 of 7/ Ctp. 7u3 7
TOYHOM. OTa cepus MPOAYKLMH NPOM3BENEHa (BKIKOUYAs YNAKOBKY (MApKMPOBKY) M KOHTPOJIb Ka4yecTBa) Ha BBILLEYKa3aHHOI
ﬂpOMSBOHCTBCHHOﬁ riomwaigke (]'[.HOLLlaIIKaX) B IMMOJIHOM COOTBETCTBHHU C Tpe6OBaHI/l}IMI/[ HpaBI/IJI RajJIexauiei HpOI/I3BOllCTBeHHOI>’l
NpaKTHKH EBpa3Hl7[CKOI‘O 3KOHOMHUYECKOro cor3a H TpeGOBaHI/IﬂMI/[ KOHTpPOJIA KauecTBa JIEKAapCTBEHHBIX Cpe€ICTB, a4 TAaKXKE B
COOTBETCTBHH CO CHCHH¢)HK3HH2MH, COACPXAMAMHUCA B PErUCTPALIHOHHOM AOOCHE CTpaHbBI-UMNIOPTEDPA. 3amnucy no MNPOU3BOJACTBY,
YNAaKOBKE€ W aHa/IM3y MNPOBECPEHBI, H YCTAHOBJIEHO HUX COOTBETCTBHC TpeGOBaHI/I}IM HpaBHJ’[ HajjIexaren I'[pOI/I3B0,H,CTBeHHOI\/'I
NpaKTUKH EBpa3HﬁCKOF0 IKOHOMHUYECCKOI'O COKO3a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[pumeuanue: IIpoxykT cooTBeTCTBYET Tpeboranusm HJ 3axnouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Mogrororneno: Pravesh ||[Iposepeno: Pardeep  ||TIposepeno (AOK): person / Onodpeno: ObecneneHue
Rana Kumar Amit Kumar " Kavecrsa/OTBETCTBEHHOE JINLLO:
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