Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

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

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, iINDIA

Tei: +91 98166 56001-02

CEPTUOPUKAT AHAJIM3A

www.drreddys.com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon™ (keToponak) pacTeop /uisi BHyTPHBEHHOTO M BHYTPUMBILIEYHOTIO BBEACHHS, 30 Mr/MI1
Batch No / . V260357 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6beM cepun " 454545 amnyn
Analytical Report No / Date of Analysis /

AHaTHTHYECKHH oTueT Ne : 890001884968 JlaTa aHanusa : 29.05.2026

Date of Manufacture / . 05/2026 Date of Expiry / . 04/2028

JlaTa npou3BoacTBA I'ogen no

Mfg. License No. /

HpoussoacTBentas : MB/05/264 e e e : JIT-No(008888)-(PT-RU)
JHOeH3ust Ne Homep PY

Analysis performed according to ND / Anamu3 nposeaen mo HJI: JITI-Ne(008888)-(PI'-RU)-170225

Artworks of primary package approved: / MakeTbl nepBHYHOIi yIakoBKH yTBepxkIensl: 17.02.2025
Artworks of intermediate package approved: / Makersl npoMeXyTo4HOH yNakoBKH yTBepkaenbr: 17.02.2025
Artworks of secondary package approved: / MakeTbl BTOpH4YHOii ynakoBku yTBep:kaenbl: 09.06.2025

PL approved: / JIB yrBepxkaen: 17.02.2025

Page10of9/Crp.1mn39

chromatogram of test solution corresponds
to the main peak in the chromatogram of
standard solution. / Bpems ynepxuBaHus
OCHOBHOIO IHMKa HA XpOMAaTorpaMme
HCIBITYEMOTO PacTBOpa COOTBETCTBYET
BpPEMEHH YAEp»KUBAHUS OCHOBHOTO ITHKa
Ha XpoMaTorpamme CTaHOapTHOTO
pacTBopa.

Ne Test / IlokazaTens Results / Pe3yabTaThl Specification / Hopma
1 Description / Onucanue Clear colorless solution. / Ilpo3paunsiii | Clear colorless to slightly yellow color
GecLBeTHBIN pacTBOP. solution. / Ilpo3pausslii pacTBOp OT
6€cLBETHOrO 10 CBETJI0-)KENTOTO LIBETA.
2 | Identification* / HpeHTUuPUKauMa*
2a | HPLC*/ BOXKX* 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
section). /  Bpems  ynepxuBanus
OCHOBHOIO IIMKA Ha XpoMarorpamme
HCIILITYEMOTO pacTteopa JIOJDKHO
COOTBETCTBOBaTb BPEMEHH YIEP)KUBAHHA
OCHOBHOTO TMHKa Ha XpoMaTorpamme
CTaHAAPTHOTO pacTBopa (paznen
«KonuvecTBeHHOE ONpeneieHue).

Remarks : The Product confirms to ND/
Ilpumeuanue: IlponyxT cooTBeTcTBYET TpeboBanusaM HJI

Conclusion : APPROVED /
Jaknwuenune: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[MoarorosneHo: ITpoBepeHo: TIposepeno (AOK): person / Ono6peHo: Obecneuenue
Rama Kant Pardeep Kumar Amit Kumgr kauecTBa/OTBETCTBEHHOE JIULIO:
o S T\/\, (& /1\ VaM)
Date / \ Date / Date / Date / I )
Jlara: 29.05.2026 Jlata: 29.052026 | Jlara: 29.05.2026 Jlara: NM% (@gn%

u{ V\/V

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 25900, 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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : 491 98166 56001-02

CEPTUOHUKAT AHAJIM3A

www.drreddys.com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ilpoayxr: Ketopon®™ (keToposak) pacTBop JUisi BHYTPHBEHHOIO H BHYTPHMBILIEUHOTO BBEASHUs, 30 Mr/mi
Batch No / . V260357 Batch Quantity / . 454545 ampules /
Cepusi Ne ) O0bem cepuu * 454545 amnyn
Analytical Report No / Date of Analysis /

Ananuruyeckuii oryer Ne : 890001884968 JaTta ananuza : 29.05.2026

Date of Manufacture / . 05/2026 Date of Expiry / . 04/2028
JlaTa nmpou3sBo/icTBa T'ogen no

Mfg. License No. /

Ipoussoacreennas : MB/05/264 e : JIT1-Ne(008888)-(PT-RU)
auneHzus Ne Homep PY

Analysis performed according to ND / Ananu3 nposeaen no HJI: JITI-Ne(008888)-(PI'-RU)-170225

Artworks of primary package approved: / MakeTbl NepBHYHON YHAaKOBKH yTBepxaeHbl: 17.02.2025
Artworks of intermediate package approved: / MakeTbl IpOMeKyYTOYHOH YIaKOBKH yrBepxkaeHbl: 17.02.2025
Artworks of secondary package approved: / MakeTbl BTOpHYHOIi ynakoBkHu yrBepxkaensi: 09.06.2025

PL approved: / JIB yrBep:kaen: 17.02.2025
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Ne Test / [TokasaTens Results / PesyabTaThl Specification / Hopma
2b UV- spectrophotometry* / UV absorption spectra of the test solution | UV absorption spectra of the test solution
SRR and the solution of the standard sample of | and the solution of the standard sample of
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®-cniekTphl nornowmeHuss | maxima at 322 + 2 nm. / Y®-crektpsl
HCIILITYEMOTO  pacTBOpa M PAcTBOpa | MOTJIOLIEHWS HCIBITYEMOro pacTBOpa M
CcTaHfapTHoro  ofpa3lila  KeTopoyjaka | pacTBopa CTAHJApPTHOTO obpasua
TpoMeTaMuHa B o6sacTu oT 200 HM a0 400 | keToposaka TpoMeTaMuHa B 00JacTH OT
HM HUMEIOT MakCUMyMbl norsiomeHnd npu | 200 um 1o 400 HM JOJDKHBI MMETb
32242 M. MaKCUMYMBI TOLNIOIEHIA npy 32242 HM.
3 Clarity / Ilpo3payHocTh The opalescence of the sample does not | The opalescence of the sample should not
exceed opalescence of  reference | exceed opalescence of reference
suspension I. / OnanecueHuus npenapata | suspension l. / OnanecueHuus npenapara
HE NPEBHIIIAET ONATECUEHLUIO CYCNEH3UN | He J0JDKHA MPEBBIIATh ONaleCLeHLINIO
cpaBHeHus L. CYCIIEH3UHU CpaBHEHUS L.
4 Color / LseTHOCTD 0.04 Absorbance should be not more than 0.20
Abs at a wavelength of 430 nm. /
[TornoueHue AOMKHO ObITE He GoJiee 0,20
NIpH JUIHHE BOJHBL 430 HM.
5 pH 7.4 From 6.9 t0 7.9./01 6,9 10 7,9.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: [Iponykr cootBercTByeT TpebGopaHusam HJL 3akarwyenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[ToaroToBneHo: [TporepeHo: [Tposepeno (AOK): person / Onobpeno: Ob6ecneueHne
Rama Kant (’3’ Pardeep Kumar Amit Kumar kayecTBa/OTBETCTBEHHOE JTUIIO:
%\\ - \/\/ SHIVANI
Date / * Date / Date / Date / w §
Hara: 29.05.2026 Hata: 29.05.2026 Hata: 29.05.2026 Hara: (\l ﬁ(@ S an&
o v

e

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: L85195AP1984PLC0O04507

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
CERTIFICATE OF ANALYSIS Tei : +91 98166 56001-02
CEPTHUOUKAT AHAJIN3A www.drreddys.com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykrT: Ketopon® (ketoponax) pacTeop uisi BHYTPUBEHHOTO U BHYTPMMBIILEUHOrO BBeeHus, 30 Mr/mA
Batch No / . V260357 Batch Quantity / . 454545 ampules /
Cepusi Ne ’ O6bem cepun * 454545 amnyn
Analytical Report No / Date of Analysis /
AHaTUTHYECKHH oTyeT Ne : 890001884968 JaTa ananusa 1 29.05.2026
Date of Manufacture / . 05/2026 Date of Expiry / . 04/2028

aTa NpoM3BOACTBA T'onen no
Mfg. License No. /
Hponssoxcraennas : MB/05/264 Ry : JITI-No(008888)-(PT-RU)
Juuensusa Ne Howmep PY

Analysis performed according to ND

/ Anamms npoBenen no HJI: JITI-Ne(008888)-(PT'-RU)-170225

Artworks of primary package approved: / MakeTbl nepBH4HOi ynakoBkH yTBepxaeHnr: 17.02.2025
Artworks of intermediate package approved: / MakeTb! IpoMeXKyTOYHON yaKOBKH yTBepKaeHbl: 17.02.2025
Artworks of secondary package approved: / MakeTbl BTOpH4YHOIi ynakoBkH yTBepxaeHbl: (09.06.2025

PL approved: / JIB yrBepxaen: 17.02.2025

Page3 of 9/ Crp.3u39

Ne Test / ITokasaTesb Results / Pe3ynbTaThl Specification / Hopma
6 Particulate matter / MexaHuueckne BKJIOYEHHUs
6a | Visible particles / Complies / CooTBETCTBYET Should be absent. /

Buaumbie 4aCcTHULIBI

JIOJKHBI OTCYTCTBOBATb.

6b | Invisible particles /

HeBuaumele yacTuLpl:

i. Particles> 10 pm /
Yactur pasmMepom >
10 Mxm

ii. particles>25 um/
YACTHULL Pa3MEPOM =

09 not more than 6000 per ampoule; /
He 6onee 6000 Ha ammyny;

00 not more than 600 per ampoule. /
He G6onee 600 Ha ammyny.

25 MKM
7 Impurities / [Ipumecu
Impurity A / Ilpumecs A 0.09 % not more than 0.20 % / ue 6onee 0,20 %;
Impurity B / Ilpumecs B Below LOD (LOD = 0.014 %) / Huxe not more than 0.50 % / ue 6onee 0,50 %;
npenena obHapyxenus (I10 = 0.014 %)
Impurity C / ITpumecs C Below LOD (LOD = 0.010 %) / Huxe not more than 0.50 % / He 6oxnee 0,50 %;

npenena odoHapyxenus (IO = 0.010 %)

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

IIpumeyanue: IIpoaykT cooTBeTCTBYET TpeboBaHusM HJI 3aknouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Tonrorosnexo: [TpoBepeHo: ITpoBepeHo (AOK) person / Opo6peHo: Obecneuenue
Rama Kant (}&'\ Pardeep Kumar Amit Kumar kauecTBa/OTBETCTBEHHOE JIMLIO:
@)\/ - e, Spugu)

Date / i Date /

Date/ ' Date / C
Jara: 29.05.2026 Jara: 29.05.2026 Jara: 29.05.2026 Jara: ,\Q Al

q}ufv

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: L85195AP1984PLC0O04507
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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUO®UKAT AHAJIN3A www.drreddys.com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IpoaykT: Keropon®™ (keToponak) pacTBop A5 BHYTPUBEHHOIO M BHYTPUMBILIEYHOrO BBeIeH s, 30 MI/MJI
Batch No / . V260357 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /

AHanuTHUecKHil oTueT Ne : 890001884968 HMara ananusa : 29.05.2026
Date of Manufacture / . 05/2026 Date of Expiry / . 04/2028
JlaTa npou3BoJacTBA I"'osien 10

Mfg. License No. /

Hpoussoxcrsentan : MB/05/264 R : JIT-No(008888)-(PT-RU)
JuueHzus Ne Homep PY

Analysis performed according to ND / Ananu3 nposeaen no H/I: JIII-Ne(008888)-(PI'-RU)-170225
Artworks of primary package approved: / MaxeTsl nepBH4HOIi yNakoBKH yTBep:kaenbi: 17.02.2025
Artworks of intermediate package approved: / MakeTbl IpoMexXyTOYHOM yNaKkoBKH yTBepxaeHnl: 17.02.2025

Artworks of secondary package approved: / MakeTbl BTOpHYHOIi ynakoBKH yTBepKkaenbl: 09.06.2025
PL approved: / JIB yrBep:xaen: 17.02.2025

Page 4 of 9/ Crp.4m3 9

No Test / Iloka3zaTenb

Results / Pe3yabTaThl

Specification / Hopma

Impurity D / [TIpumecs D

Below LOD (LOD = 0.014 %) / Huxe
npenena odnapyxenus (I1O = 0.014 %)

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

Individual unidentified
impurity / EquHU4Has
HeuAeHTH(HUIMPOBaHHAs
NpHUMech

Below LOQ (LOQ = 0.050 %) / Hinke
npeaeia KOJIM4ECTBEHHOTO ONPEACTICHUASA
(TTKO = 0.050 %)

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

Total impurities / CymMmma
npumecein

0.1 %

Not more than 1.50 % / He Gonee 1,50 %.

8 Extractable volume®* /
H3BnekaeMblii 00beM*

10.0 m1/ 10,0 Mn

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

He menee 10,0 M (06beM, U3MEpPEHHBIH
Ha OCHOBAaHHMHU 00bEAUHEHHOT O
coniepxumoro 10 ammy).

9 Bacterial endotoxins /

<=0.725 EU/mg /

Not more than 5.8 EU/mg of Ketorolac

BaxrepuajbHble <=0.725 E3/mMr Trometamol. / He ©onee 5,8 EQ/mr
3HIO0TOKCHHBI KETOpOJIaka TpoMeTaMoa.

10 | Sterility**/ NA Must be sterile. / JlomkeH ObITh
CTepuibHOCTL** CTEPUJILHBIM.

Remarks : The Product confirms to ND/

ITpumeuanue: IIpoayKT cooTBeTCTBYET TpeboBaHmaM HJJ

Conclusion : APPROVED /
3akirouyenune: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[MoarorosneHo: ITposepeno: ITposepeno (AOK): person / Opo6peHo: O6ecneyenne
Rama Kant \)1-/\—— Pardeep Kumar Amit Kumar kayecTBa/OTBETCTBEHHOE JIULIO:
= VAL
%"\\/ QL——K [\ 7 SNIVA //\ .
Date / ! Date / Date/ Date / ; g'
Hara: 29.05.2026 Hara: 29.05.2026 Hara: 29.05.2026 Hara: _ 9“@;-\@%

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

Viil. Khot, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

CERTIFICATE OF ANALYSIS  Tei:+91 98166 56001-02
CEPTU®HUKAT AHAJIN3A www.drreddys.com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
| Ipoaykr: Ketopon® (ketoposiak) pacTBOp /11 BHYTPUBEHHOTO U BHYTPUMBILIEYHOTO BBEeAEHHU, 30 Mr/m
Batch No / . V260357 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /

Ananurnueckuii otuer Ne : 890001884968 JlaTa anau3a : 29.05.2026
‘Date of Manufacture / . 05/2026 Date of Expiry / . 04/2028

JlaTa npon3BoacTBa I'onen no

Mfg. License No. /

IpousBoxcTeennas : MB/05/264 VA TGary/ : JI[T-Ne(008888)-(PT-RU)
| muuen3us Ne Homep PY
|

Analysis performed according to ND / Anann3 nposeaen no H/I: JIII-Ne(008888)-(PI'-RU)-170225
Artworks of primary package approved: / MakeTnl nepBH4HO# yIakoBKH yrBep:KaeHbl: 17.02.2025
Artworks of intermediate package approved: / MakeTbl IpoMe:KyTOYHOH YNIaKOBKH yTBep:kaennl: 17.02.2025

Artworks of secondary package approved: / Makersl BTOpHYHOI yIakoBkH yTBepxaeHbr: 09.06.2025
PL approved: / JIB yrsepxaen: 17.02.2025

PageS50of9/Crp.5u3 9

Ne Test / okasaTenn Results / Pe3yabTaThl Specification / Hopma
11 | Assay/ KonnuecTBeHHOe 30.07 mg/ 30,07 mr From 27.0 mg to 33.0 mg of Ketorolac
onpeaesicHHe Trometamol per 1 mL. / Ot 27,0 Mr 1o
33,0 Mr keTopoJjiaka TpPOMETaMolIa B 1 MIL.
12 | Ethanol content / 3TaHon 12.03 % From 10.60 % (v/v) to 13.10 % (v/v). /
Ot 10,60 % (06/06) 1o 13,10 % (06/06).

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

ITpumeuanue: IIponykT cooTBeTCTBYET Tpeboranusam HJT 3akawuenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized

IoaroTosieHo: ITpoBepeHo: [Mposepeno (AOK): person / Opo6peno: Obecneyenue

Rama Kant ‘}d‘ Pardeep Kumar Amit Kumar xadecTBa/OTBETCTBEHHOE JIULIO:

%A,/ il ﬂfﬂ, STIVAN]

Date / . Date / Date/ = Date / H W\/ §

Jara: 29.05.2026 Jata: 29.05.2026 Jara: 29.05.2026 Hara: O (’O n%
LTI ‘// ¥ 4

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: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ":“

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJM3A

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDIA
Tel : 491 98166 56001-02
www.drreddys.com

Product : /

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

IIponykr: Ketopon® (keToponak) pacTsop AJisi BHYTPMBEHHOIO M BHYTPUMBIIIEYHOrO BBeneHNs, 30 Mr/ma
Batch No / . V260357 Batch Quantity / . 454545 ampules /
Cepus Ne i O6bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /

AHAJIUTHYECKHI oT4eT Ne : 890001884968 JaTa ananusa : 29.05.2026

Date of Manufacture / . 05/2026 Date of Expiry / . 04/2028

JlaTa mpon3BoacTea T'ogen no

Mfg. License No. /

Mpoussoncreennan : MB/05/264 e : JITT-No(008888)-(PT-RU)
Junenzus Ne Howmep PY

Analysis performed according to ND / Anaau3 nposenen no HJI: JITI-Ne(008888)-(PT'-RU)-170225

Artworks of primary package approved: / MakeTs! nepBu4HO# YNakoBKH yTBepxKaeHbl: 17.02.2025
Artworks of intermediate package approved: / Makerbl IpOMeKYTOUYHOH YIAKOBKH yTBep:kaensl: 17.02.2025
Artworks of secondary package approved: / MakeThl BTOpU4YHOMH yNaKoBKH yTBepxkaeHbl: 09.06.2025

PL approved: / JIB yrBep:kaen: 17.02.2025

Onucanue ymakoBku

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 Ma B aMmysibl U3 CBETO3ALIUTHOTO
CTeKJIa TEeMHO-KOPHYHEBOTO BETA KJacca
I. B BepxHe#l wacTH aMmyJibl HaHECEHsI
KOJIBIIO U TOUKa Ui paznoma. Ha ammyny
HAKJIEMBAIOT ITUKETKY.

Ilo 10 ammyn BMecTe C JIMCTKOM-
Biiagpimiem B [IBX/anmoMHHHEBBIH
oauctep. Ilo 16nucTepy B mauky
KapTOHHYIO.

Page 6 of 9/ Crp. 6 n3 9
Ne Test / ITokasaTesb Results / PesyasTaTh! Specification / Hopma
13 | Package description / 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 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.
/

[To 1 Mn B aMIIysibl W3 CBETO3AIHTHOTO
CTeKJIa TEMHO-KOPUYHEBOTO LIBETA K/1acca
I. B BepxHeil yacTu aMIyJibl HaHECEHbI
KOJIBLIO U TOUKa A5 pasioMa. Ha aMmmyny
HAKJIEUBAIOT ITUKETKY.

Ilo 10 ammyn BMecTe C JIMCTKOM-
sagpimeM B [IBX/amomuuueBsiii
Onucrep. Ilo 1 Omuctepy B mauky
KapTOHHYIO; O/l cmayuonapog: no 2, 3, 5
6JIMCTEPOB B NAYKY KapTOHHYIO.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
INpumeuanue: [TponykT cooTBeTCTBYET TpebopaHusam HJI 3akaiouenne: ONOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[ToarotoBieHg, [TposepeHo: [Tposepeno (AOK): person / Ogo6peHo: ObecnieueHue
Rama Kant J Pardeep Kumar Amit Kumar kauecTBa/OTBETCTBEHHOE JIUIIO:
o : ot SH)UJM/
= R
Date / Date / Date/ Date / M g‘
Jara: 29.05.2026 Jlata: 29.05.2026 Jara: 29.05.2026 JHara: el /O ~ %
YY—r e o ~ b >4

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

Viil. Khol, Nalagarh Road, Baddi,
Disit. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tei: +91 98166 56001-02

CEPTU®UKAT AHAJIN3A www.drreddys.com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
ITpoaykr: Ketopon® (keToponak) pacTeop [uis BHYTPMBEHHOIO U BHYTPUMBIILIEYHOTO BBeeH s, 30 MI/Mi
Batch No / . V260357 Batch Quantity / . 454545 ampules /
Cepusa Ne ) O0nem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /

AHagnTHuyeckHii oTyeT No : 890001884968 Jata anaiu3za : 29.05.2026

Date of Manufacture / . 05/2026 Date of Expiry / . 04/2028
JlaTa nponsBoacTea Topen go

Mfg. License No. /

MA number: /

IIpoussoacTBennas : MB/05/264
Junensug Ne

Homep PY : JIII-Ne(008888)-(PT"-RU)

Analysis performed according to ND / Anaju3s npo

PL approved: / JIB yrBep:kaen: 17.02.2025

Beae mo H/I: JITI-Ne(008888)-(PT"-RU)-170225

Artworks of primary package approved: / MakeTsl nepBHYHON YIaKOBKH yTBep:aensr: 17.02.2025
Artworks of intermediate package approved: / MakeTbl IpOMeXyTOUHO# ynakoBku yTeepsxaennt: 17.02.2025
Artworks of secondary package approved: / Makersl BTopu4uHO#i ynakoBkH yreepxaennst: 09.06.2025
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No Test / Iloka3aTensb Results / Pe3ynbTaThl Specification / Hopma
14 | Labeling / Mapkupogka Complies / CooTBETCTBYET In accordance with section 1.3.2 of
module 1 of the registration dossier. / B
COOTBETCTBHH C pazfenom 1.3.2 Mmonyns 1
PETHCTPAalMOHHOTO I0ChE.
15 Storage conditions / In a place protected from light at a temperature below 25 ° C.
YenoBusa xpaHeHust Do not freeze. / B 3amunieHHOM OT cBeTa MecTe Ipu TeMrepaType He Boiiie 25 °C. He
3aMOpaXHBaTh.
16 Shelf-life (storage period) / 2 years. / 2 roza.
Cpok rogHocTHu (cpok
XpaHeHHust)

* Tests are not performed during the stability investigation. / * HcneiTaHus He NPOBOMASAT B XOJ€ WCCHEIOBAHMA

CTaOMWILHOCTH.

*#* Release quality control of the perfomance is carried out for every 15th batch. / ** [Ipu Beinycke npenapara KOHTPOJb
KayecTBa 110 NOKA3aTeJt0 IPOBOAUTCS AJIs KaxaoH 15-oi cepun.

API name / HanmenoBanue ADC:

Ketorolac Trometamol / Ketoponaka TpoMetaMon

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Howmep cepun npouspoautenn ADC:

2KTMO0130226

Registered Office: 8-2-337, Road No. 3,
Tel: +91 40 4900 2900, Fax: +9

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBaHusam HJJ 3aknwuenre: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IMoarorosneHo: Ilposepeno: | TIposepeHo (AOK): person / Opobpeno: ObecneueHue
Rama Kant \}L\- Pardeep Kumar \ Amit Kumar kauecTBa/OTBETCTBEHHOE JIULIO:
ci»f | A(”L- SNUAN] ~
: pamy
Date / Date / Date/ Date / M =
Jlata: 29.05.2026 Hara: 29.05.2026 Jara: 29.05.2026 Hara: @ /ﬁf\(ﬁ) ﬁ()%
T / 7

Banjara Hills, Hyderabad - 500034, Telangana, India
140 4900 2999, Email: mail@drreddvs.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




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

Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A

Product : / Ketorol™ (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ilpoaykr: Keropon™ (keToponak) pacTBop Jiisi BHYTPHBEHHOTO U BHYTPUMbILLIEUHOrO BBeAEHHs, 30 Mr/mi
Batch No / . V260357 Batch Quantity / . 454545 ampules /
Cepus Ne i O6nem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /
AHajnTHYeCKHI oTHeT No : 890001884968 JaTa aHaau3a : 29.05.2026
Date of Manufacture / . 05/2026 Date of Expiry / . 04/2028

aTa NPOM3BOACTBA I'onen 0
Mfg. License No. /
Ipoussoacreennas : MB/05/264 AT § : JTTT-Ne(008888)-(PT-RU)
Juuensust Ne Howmep PY

Analysis performed according to ND / Ananus nposeaen no HJL: JITI-Ne(008888)-(PI'-RU)-170225

Artworks of primary package approved: / Makers! nepBu4uHOii ynakoskn yrsepaaenni: 17.02.2025
Artworks of intermediate package approved: / MakeTbl npoMexRyTO4UHON YyNakoBKH yTBepaaensi: 17.02.2025
Artworks of secondary package approved: / Makers! Bropuunoii ynakoskn yreepxaensi: 09.06.2025

PL approved: / JIB yrepaxaen: 17.02.2025
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FP Manufacturer API Batch number /

Homep cepun cyGcTaHIMU NPOU3BOANTEISA FETA00133
IJio:
API Manufactured by, address & country / Symed Labs Limited,

NpouzBoautens APC, aapec u crpana: Unit-11, Plot No. 25/B, Phase-III, I.D.A., Jeedimetla (V), Quthbullapur (M),
Medchal-Malkajgiri District- 500 055, Telangana State, India /

Caitmen Jla6c JIumuten, Ilpoussoacteennoe noapasaenenue II, Yyacrok No

25/B, ®aza III, 1. JLA., Jxeenumetna (Buuianx), KyrOyuanyp (Maugan),

Menuan - Mankamkrupu (Juctpukr) - 500 055, Tenanrana, Unaus

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

HaumenoBaunne, anpec, JIHUeH3As 114
IpousBoacTBeHHas muowanka / Ilnomaaka
KOHTpOJIst kauecTBa / [Inomwanka Beinycka

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol, Nalagarh
Road, Baddi, Distt. Solan, H.P. 173205, India (license No MNB/05/263) /
J-p Pepnu’c Jlaboparopuc Jita., Uuaus, [Ipousso/icTBeHHOE nojpasaeieHue-6,
Bwut. Kxounb, Hanarapx Poyn, banmu, Quctpukt Conan, X.I1., 173205, Uuaus
(maueusus Ne MB/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 (No. GMP/EAEU/RU/02329-2025 dt.

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeuanne: [poaykr coorsercrsyer Tpebopannam HJT 3axirouenue: OJIOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[ToaroroBaeHo: [TposepeHo: [Mposepeno (AOK): person / Opobpeno: ObecneueHue
Rama Kan Pardeep Kumar Amit Kumar kauecTBa/OTBETCTBEHHOE JIMIIO:

- .= [\_/\ SHV AM A

- g
Date / \ Date / Date/ ' Date / W %
Jlara: 29.05.2026 Jlata: 29.05.2026 Jlara: 29.05.2026 Jlara (\L i e
AT

500034, Telangana, India

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com




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

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

Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUOUKAT AHAJIN3A www.drreddys.com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoayxr: Keropon® (keToposiak) pacTBop s BHYTPUBEHHOTO M BHYTPHMBILIEYHOTO BBEAEHMS, 30 MI/MiI
Batch No / . V260357 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6bem cepru " 454545 amnyn
Analytical Report No / Date of Analysis /
AHanuTHyeckuii oTuer Ne : 890001884968 JlaTa aHasn3a : 29.05.2026
Date of Manufacture / . 05/2026 Date of Expiry / . 04/2028
JlaTa mpon3BoacTBA I'ogen po
Mfg. License No. /
Tpoussoxcreentasn : MB/05/264 e b : JITT-No(008888)-(PT-RU)
JuneHsus Ne Homep PY

Analysis performed according to ND / Ananns npoeenen mo HJI: JITI-Ne(008888)-(PT-RU)-170225

Artworks of primary package approved: / Makersl nepBn4HOI YNaKoBKH yTBepskaenbl: 17.02.2025
Artworks of intermediate package approved: / Makerbl npoMeXXyTOUHOM YIAKOBKH yTBepxkaennl: 17.02.2025
Artworks of secondary package approved: / Makersl BTOpH4HOIi ynakoBKH yTBepxaeHnbl: 09.06.2025

PL approved: / JIB yrBepaxnen: 17.02.2025
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September 19, 2025) 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». /

3akawyeHde o coorBercrBuH: «HacrodluMm s moATBepKAal0, YTO [PUBEACHHAS Bbille MHGOpPMALMS SBIISETCS
JIOCTOBEPHO# M TOYHOMU. DTa cepys MPOAYKIMH Mpou3BeaeHa (BKJIHOUas yaKOBKY (MapKUPOBKY) M KOHTPOJIb KauecTBa)
Ha BbILIEYKa3aHHON NMPOW3BOJACTBEHHON IUIOoLajKe (IUIOlaaKax) B MOJHOM COOTBETCTBUH ¢ TpebGosaHusamH [Ipasun
HaJUIexallei MPOnU3BOACTBEHHON npakTuky EBpasuiickoro skoHoMuueckoro cotoza (Ne GMP/EAEU/RU/02329-2025
ot 19 centsiOps 2025 r.) u TpeGOBaHUAMU KOHTPOJS KA4eCTBA JIEKAPCTBEHHBIX CPEACTB, a TAKKE B COOTBETCTBHMHU CO
cneuddUKaUIMH, COJACPMKAUMMUCA B PErMCTPAllMOHHOM [AOChE CTPAHBI-UMIIOPTEpA. 3alMCH IO IPOHU3BOACTBY,
yIIAaKOBKE W aHaIW3y T[POBEPEHbl, M YCTAHOBJEHO HX COOTBeTCTBHEe TpebomaHmsM [lpaBun Hagnexamel
MPOU3BOACTBEHHOM MpakTUKU EBpa3zHiicKOro SKOHOMHUYECKOI0 COI03a».

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Remarks : The Product confirms to ND/
IIpumeuanne: [Ipoxykr coorBeTcTBYET TpeboBanusM HJI

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[MoarororneHo: IposepeHo: ITposepeno (AOK): person / Onobpeno: ObecnieueHue
Rama Kant U& Pardeep Kumar Amit Kumar KayecTBa/OTBETCTBEHHOE JIMLIO:

%39“\ 254 ol /\/\ MIAAY

= L '~
Date / \ Date / Date/ Date / W .g L
JlaTa: 29.05.2026 Jata: 29.05.2026 Jata: 29.05.2026 HaTa: (\l o) -J_.O')/
A e 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@drreddvs.com

CIN: L85195AP1984PLC0O04507

www.drreddys.com






