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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vili. Khol, Nalagarh Road, Baddi,

CEPTUOUKAT AHAJIA3A  Tel: +91 98166 56001-02
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| Product : /

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

AHanuTH4YecKkHii oTueT Ne : 890001859425

IIpoaykr: Keropon® (keToposiak) pactBop Juisi BHYTPUBEHHOTO U BHYTPUMBIILIEYHOTO BBeAEHH, 30 Mr/mn
Batch No / . V260058 Batch Quantity / . 454545 ampules /
Cepus Ne ) O0nem cepuu " 454545 amnyn
Analytical Report No / Date of Analysis /

Jlata ananuza : 28.01.2026

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

Jara npousBoacTea T'ogen g0

Mfg. License No. /

Hpoussoncrrentasn : MNB/05/263 il : JITT-Ne(008888)-(PT"-RU)
auuenzust Ne Homep PY

Analysis performed according ND / Anann3 nposeaen mo HJI: JI[I-Ne(008888)-(PI'-RU)-170225

Page 1 of 9/ Crp. 139

Ne Test / [TokazaTtesb

Results / PesyabTaThl

Specification / Hopma

1 Descriptiorf/ Onucanue

Clear colorless solution. / Ilpo3paunstii | Clear colorless to slightly yellow color
6ecLBETHBIN pacTBOp.

solution. / TIlpospauHblii pacTBOp OT
0€CIBETHOrO JI0 CBETIIO-KENTOrO LBETa.

Remarks : The Product confirms to ND/
Ipumeuanue: IIpoaykT cootsetcTByet TpeboBamsiv HJI,

Conclusion : APPROVED /
3akniouenune: OJOBPEHO

Prepared by / Checked by /

I s

Checkgd by (AQA) /
[Toarorosneno: Shivani ||/[Tpoeepeno: Rama Kant||[TposepeHo (AOK):
Abhishek Cha\\han

Approved by: Quality Assurance/Authorized
person / Opobpeno: ObecneyeHre
kauecTBa/OTBETCTBEHHOE JIULO:

Quell u= 20

M

Date / Date / Date /
Jara: 28.01.2026 Jlara: 28.01.2026

Hata: 28.01.2026

Date / 280 ) k06
Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Tetangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
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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, iINDIA

CEPTUOUKAT AHAJIM3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : /

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

IIpoaykr: Keropon® (ketoponak) pacTBop [Uisi BHYTPMBEHHOIO U BHYTPUMBILIEYHOT'O BBEAEHHMS, 30 MI/MIT
‘Batch No / T r— Batch Quantity / _ 454545 ampules /
Cepus Ne ) O6bem cepuu 454545 amnyn
| Analytical Report No / Date of Analysis /
AxanuTHdeckuit oTueT Ne : 890001859425 Jata ananm3za : 28.01.2026
Date of Manufacture / . 01/2026 Date of Expiry / . 12/2027
JaTa npou3BoacTBa T'ogen go
Mfg. License No. /
HpoussoxcTaennas : MNB/05/263 i SOIET : JITI-Ne(008888)-(PI"-RU)
aunensus Ne Homep PY

Analysis performed according ND / Anasius nposegen no HJI: HH—N9(0088§8)-(PF-RU)-170225

Page2 of 9/ Crp.2 39

2 | Identification® / UnenTuguxauusn*

2a | HPLC*/ BOJXKX*

The retention time of the main peak in the

The retention time of the main peak in the

Remarks : The Product confirms to ND/
Mpyumeuanne: Ilpoaykt cooTBETCTBYET TpeboBaHuaM HJT

Conclusion : APPROVED /
3akawyenue: OJJOBPEHO

Prepared by / Checked by / Checkied by (AQA) / Approved by: Quality Assurance/Authorized )
[Moarororneno: Shivani |[|[Tposepeno: Rama Kant||[Tpos k)ena (AOK): person / Ono6peno: ObecneueHue
..l_ Abhishek Chauhan kauecTBa/OTBETCTBCHHOE JIHLIO;
A"}l ' @ﬂ)\dﬁ’/‘ _’j Lyt i/ 'r{i\‘u AL
P |
Date / Date / Date / Date / ) Qe |lD e
Hara: 28.01.2026 Jara: 28.01.2026 Hara: 28.01.2026 Hara: o
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Tel: +91 40 49C0 2900, Fax: +91 40 4800 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
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CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIN3A

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vili. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, iINDIA
Tel : +91 98166 56001-02

wiww drreddys com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Keropon® (keToponak) pacTBop AJisi BHYTPUBEHHOTO M BHYTPHMBILIEYHOTO BBEAEHHUS, 30 MI/mi1
Batch No / . V260058 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6beM cepun " 454545 amnyn
Analytical Report No / Date of Analysis /

AHaJuTHYeCKUH oTueT No : 890001859425 JlaTa anaim3sa : 28.01.2026

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

JaTta npousBoacTBa Topen go -

Mfg. License No. /

Hpoussoncraentas : MNB/05/263 e o : JITT-No(008888)-(PI-RU)
JauneHsns Ne Homep PY

Analysis performed according ND / Anasius nposeaen nmo HJL: JIIT-Ne(008888)-(PI"'-RU)-170225

Page3 of 9/Crp.3m39

Ne

Test / lloxazaTenn

Results / Pe3yabTaThl

Specification / Hopma

chromatogram of test solution corresponds
to the main peak in the chromatogram of
standard solution. / BpeMs ynepxuBaHus
OCHOBHOIO TMHMKa Ha XpOMaToTrpaMme
HCIIBITYEMOTO pacTBopa COOTBETCTBYET
BPECMEHM yIEepPKHBaHUS OCHOBHOTO MHKA
Ha XpoMaTorpamMMe CTaHJaPTHOTO
pacTBopa.

chromatogram of test solution should
correspond to the main peak in the
chromatogram of standard solution (Assay
section). / Bpems  ynepxusaHus
OCHOBHOIO [HKa Ha XpoMaTorpamme
HCOBITYEMOr0 pacTBopa JOJIKHO
COOTBETCTBOBATH BPEMEHU YAEPXKUBAHUS
OCHOBHOTO TIMKa Ha XpoMaTorpaMmme
CTaHAAPTHOTO pacrtBopa (paznen
«KonnuecTBeHHOE ONpeneneHue).

Remarks : The Product confirms to ND/

IMpumeyanue: [Ipoaykt cooTBeTcTBYET Tpebopanuam HJT

Conclusion : APPROVED /
Jakmouenue: OJOBPEHO

Prepared by / Checked by /

[Toarorosneno: Shivani

[TpoeepeHo: Rama Kant|

|Checkdd by (AQA) /

Approved by: Quality Assurance/Authorized
person / Ono6peHo: Obecneuenue

Q\’ ‘\ Abhishek Chauhan kauecTBa/OTBETCTBEHHOE JTHIIO: 2

b (oml g P

Date / Date / Date / Date / 280 ",’,ZO S 4
Jara: 28.01.2026 Hara: 28.01.2026 Hara:

JHata: 28.01.2026

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 ":‘

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIU3A

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

_www drreddys.com

| Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
| Ipoaykr: Keropon® (keroponak) pacTBOp A/iss BHYTPHBEHHOTO M BHYTPMMBILIEYHOTO BBeACHHUS, 30 MI/MII
iBatch No / . V260058 Batch Quantity / . 454545 ampules /
Cepust Ne i O6bem cepun © 454545 amnyn
Analytical Report No / [Date of Analysis /
AHajuTHYecKHiT oTueT Ne : 890001859425 Jata ananuza : 28.01.2026
Date of Manufacture / . 01/2026 Date of Expiry / . 12/2027
JaTa mpon3BoacTaa I'onen no -
Mfg. License No. /
Hpoussoxcraennas : MNB/05/263 L : JITT-Ne(008888)-(P-RU)
Jruen3us Ne Homep PY

Analysis performed according ND / Ananun3s nposenen no HJL; JITT-Ne(008888)-(PI"-RU)-170225

Page 4 of 9/ Crp. 4 n3 9

Ne Test / loka3zarenn

Results / PesyabTaThl

Specification / Hopma

2b UV- spectrophotometry* /

Y@-cnexkmpogpomomempus*

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®-COeKTps! TOTNIOILEHHS
HCIBITYEMOTO  pacTBOpa M pacTBopa
craHaapTHoro  ofpasua  KeropoJsaka
TpoMeTaMuHa B obnacti ot 200 10 400 HM
HAMEIOT MAaKCHMYMBl IOTJIOILCHHS NpH
32242 am.

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®-cnekTpsl
NOTJIOLIEHHS HUCOBITYEMOTrO pacTBopa MU
pactBopa CTaHIapPTHOTO obpasua
KeTopoJiaka TpoMeTamuHa B 001acT# OT
200 pgo 400 HM [OMKHBI  HUMETh
MAaKCMMYMBI ITOTJIOIUEHUS IpU 32242 HM.

3 Clarity / Ilpo3pauHocTb

The opalescence of the sample does not
exceed opalescence of  reference
suspension I. / OnaneclieHIMs HpenapaTa
HE NPERBIIIAET ONATIECLIEHLHIO CYCIIEH3UU
cpaBHeHus L.

The opalescence of the sample should not
exceed opalescence of reference
suspension 1. / OnanecueHuus npemnapara
He IO/DKHA MPEBBIATh OMAICCHEHIIMIO
CYCIIEH3UU CpaBHEHHA |.

| BuauMble 4acTHULbI

4 Color / LIBeTHOCTD 0.04 Absorbance should be not more than 0.20
Abs at a wavelength of 430 nm. /
ITornoinexnue noMKHO ObITL He Gonee 0,20
Opu JAuHe BOTHBI 430 HM.

5 | pH 7.3 From 6.9 to 7.9./ Ot 6,9 10 7,9.

6 Particulate matter / MexaHndeckue BKIOUYEHUS

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

HOJ’[)KHB] OTCYTCTBOBATh.

Remarks : The Product confirms to ND/

|lIpumeuanue: IIpoaykt cooTBeTcTBYCT TpebGoBanusam HJ

Conclusion : APPROVED /
3akawvenue: OJOBPEHO

Prepared by /
\lMoarorosneno: Shivani

Checked by /

IMposepeno: Rama Kant

Checkad by (AQA)/
[Tpoeepeno (AOK):

Approved 1t;y: Quality Assurance/Authorized
person / Onodpeno: OdecneueHne
kauecTBa/OTBETCTBEHHOE JIULIO;

J Abhishgk Chaulian

/Sﬂ» | el A Lu=iv KU Rg
| ) | r a <)

Date / |Date / ~ |[Date/ |[Date / ] L-0]~d0 e
JHara: 28.01.2026 jﬂa‘ra: 28.01.2026 Hata: 28.01.2026 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: L85195AP1984PLCO04507
www.drreddys.comn
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS Distt. Solan, H.P.,, 173 205, iNDIA
CEPTHDUKAT AHAJIM3A Tel : +91 98166 56001-02

weaw srreaddys com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Ketopon® (keToposiak) pacTBop Juisi BHYTPMBEHHOTO ¥ BHYTPUMBILIEYHOrO BBEICHHUS, 30 MI/MT
Batch No / . V260058 Batch Quantity-/ , 454545 ampules /
Cepus Ne ) Oo0bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /

AHasMTHYeCKHH oTUeT Ne : 890001859425 JlaTa ananuza : 28.01.2026

Date of Manufacture / . 01/2026 Date of Expiry / . 12/2027
Jara npou3BoacTsa I'open no

Mfg. License No. /

Tpoussoacrentas : MNB/05/263 | : JIT-Ne(008888)-(PT-RU)
aunen3us Ne Homep PY

Analysis performed according ND / Anaan3s nposenen no HJL: JIIT-Ne(008888)-(PT'-RU)-170225

PageSof 9/Crp.5u3 9
Ne Test / [TokazaTenb Results / PesyabTaThl Specification / Hopma
6b | Invisible particles /
HeBuaumple 4acTHLBL:
i. Particles > 10 pm/ 167 not more than 6000 per ampoule; /

Yactuu pasmepom >
10 MM

ii. particles>25 pm/

4acTHIL pa3sMePOM >
25 MKM

He 6oJiee 6000 Ha ammyny;

3 not more than 600 per ampoule. /
He 6osiee 600 Ha ammyJTy.

7 Impurities / IIpumecu

Impurity A / Ilpumecs A 0.09% not more than 0.20 % / ve 6onee 0,20 %;

Impurity B / IIpumecs B Below LOD (LOD = 0.014 %) / Huxe not more than 0.50 % / ne 6onee 0,50 %;
npenena obHapyxenus (I10 = 0.014 %)

Impurity C / [Tpumecs C Below LOD (LOD = 0.010 %) / Huxe not more than 0.50 % / He 6osee 0,50 %;
npenesa obHapyxeuus (110 = 0.010 %)

Impurity D / ITpumecs D Not detected / He o6napy»xeHa not more than 0.20 % / ue 6oxee 0,20 %.

Individual unidentified
impurity / EquHuunas
HEUJIeHTH)HLIMPOBaHHAS
NpUMECh

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

Below LOQ (LOQ = 0.050%) / Huxe
npezesna KOJIHYeCTBEHHOTO OIpeeNeHuUs
(TIKO = 0.050 %)

Total impurities / Cymma
npuMecei

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

Remarks : The Product cohﬁrms to ND/

Conclusion : APPROVED /

IMpumeuanne: [IpoaykT cooTBeTcTBYeT TpeGoBanuam HJJ 3axmouenue: OJJOBPEHO
Prepared by / Checked by / Checked\by (AQA) / Approved by: Quality Assurance/Authorized
[ToarorosineHo: Shivani |[[TpoBepeno: Rama Kant{|{[Tposepekio (AOK): person / Ono6peno: OGecnieyenue

M Abhishek\Chauhan KauecTBa/OTBETCTBEHHOE JTULIO:

Lynil KUAL
)
Yy

Date / Date / Date / Date / 2%-0) 51024
JaTa: 28.01.2026 Ilata: 28.01.2026 Jara: 28.01.2026 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: L85195AP1984PLC0O04507
www.drreddys.corn




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

CEPTUOUKAT AHAJIM3A

Tel : +91 98166 56001-02

s devacldue cam

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Ketopon® (keToposiak) pacTBOp AJisi BHYTPMBEHHOTO M BHYTPUMBIIIEUHOTO BBeAeH s, 30 Mr/Mi
Batch No / . V260058 Batch Quantity / . 454545 ampules /
Cepns Ne ) O06neM cepun ' 454545 amnyn
Analytical Report No / Date of Analysis /

AHAJTHTHYEeCKH oTyeT Ne : 890001859425 Hara ananunza : 28.01.2026

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

JaTa npoussoacTea T'open go )

Mfg. License No. /

Hponssoxcraenmas : MNB/05/263 e TR : JTTT-Ne(008888)-(PT-RU)
JHnenzus Ne Howmep PY

Analysis performed according ND / Ananus nposegen no HJI: HH-NQ(OOS@)-(PF-RU)-I70225

Page 6 of 9/ Crp. 6 u3 9

Ne Test / Ilokazarenn

Results / Pe3yabTaTthl

Specification / Hopma

8 Extractable volume® /
HN3Bnexaemblii 00bemM™

10.3 ml/ 10,3 M

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

He menee 10,0 mn (06beM, n3MepeHHbIi
Ha OCHOBaHUU OOBEMHHEHHOTO
cogepxumoro 10 ammyn).

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac
BakTepuanbHblie /<=0.725 EDQ/mr Trometamol. / He Gonee 5,8 E3/mr
SHAOTOKCUHHBI KeTopoJiaka TPOMETaMuHa,

10 | Sterility**/ Complies Must be sterile. / Jomkxed ObITb
CrepuiabHocTh** CTEPUJIbHBIM.

11 | Assay/ KoanyecTBeHHOE 30.72 mg / 30,72mr From 27.0 mg to 33.0 mg of Ketorolac
omnpeaeneHue Trometamol per 1 mL. / Ot 27,0 Mmr go

33,0 Mr keTopoJniaka TpoMeTamona B 1 M.

12 | Ethanol content / ITanon 11.70 % 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/

ITpnmeuanue: Ipoxykr cooTBeTcTBYET TpeboBaHUAM HJJ

Conclusion : APPROVED /
3akmwouenne: OJJOBPEHO

Prepared by / Checked by /

TMoarorosneno: Shivani

[Tporepero: Rama Kant

B

Q;_

Checkdd by (AQA) /

Abhishiik Chauhyn

Approved by: Quality Assurance/Authorized
person / Ono6peHo: Obecnieyenue
kayecTea/OTBETCTBEHHOE IKLO:
SQURiL Ry ~ AL
W

A
Date / -

Hara: 28.01.2026

Date /

\Hara: 28.01.2026

Date/
Hata: 28.01.2026

Date /
JHara:

H-61-40 24

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4800 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.corn




Dr.Reddy’s ‘.:..

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

wwww drreddys com

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykT: Ketopon® (ketoponak) pacTeop [yis BHYTPMBEHHOTO U BHYTPUMBIILEUHOTO BBeAEHHS, 30 Mr/ma
Batch No / . V260058 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6bem cepun " 454545 ammyn
Analytical Report No / Date of Analysis / '
AHaJIMTHYECKHH oTueT Ne : 890001859425 Jlara aHanuza : 28.01.2026

Date of Manufacture / . 01/2026 Date of Expiry / . 12/2027
Jarta npousBoacTBa T'ogen 10

Mfg. License No. /

Ilpoussoxcraenuas : MNB/05/263 e : JITI-Ne(008888)-(PT-RU)
auumensus Ne Homep PY

Analysis performed according ND / Ananu3s nposejen nmo HJI: JIIT-Ne(008888)-(PI'-RU)-170225

YNaKoBKH

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 mMa B aMmy/ibl U3 CBETO3ALIUTHOIO
CTEKJIa TEMHO-KOPMYHEBOTO 11BETA Kiacca
I. B Bepxueit yacT# amIlyJbl HaHECEHbI
KOJBLIO U TOUKA JuIst passioma. Ha ammymy
HAKJICHBAIOT ITHKETKY.

Page 7 of 9/ Crp. Tn3 9
Ne Test / Iloka3aTenn Results / PesynbTaThl Specification / Hopma
13 | Packaging / Onucanue 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.

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

[To 1 Mn B ammyJibl U3 CBETO3ALUTHOTO
CTEKJ1a TEMHO-KOPUYHEBOTO L[BETA KJlacca

[lo 10 ammyn Bmecte ¢ JucTkoM- | 1. B BepxHelf yacTH amnyJibl HaHeCEeHbI

BkiamelimeM B [IBX/amoMuHueBbIH | KONbLO U TOUKa 1y pasnoma. Ha amnyny

onucrep. Ilo 16nucrepy B TNayky | HaKJAEUBAIOT 3TMKETKY.

KapTOHHYIO. [To 10 aMnyn BMeEcTe ¢ JHMCTKOM-
Biknagsiiem B [IBX/antoMuHueBbIit
6nucrep. Ilo 1 O6nucrepy B mnauky

KapTOHHYIO; 0151 cmayuoHapos: 1o 2,3, 5
6JIMCTEPOB B NAUKY KAPTOHHYIO.

* Tests are not performed during the stability investigation. / * WcnibiTatus He NIpoBOASAT B XOI€ HCCIICIOBAHMS

CTaOMJILHOCTH.

** Release quality control of the perfomance is carried out for every 15th batch. / ** I1pu Beinycke npenapara
KOHTPOJIb KAYECTRA 10 NOKA3aTENO POBOAUTCSA U1 Kax 10 15-0# cepumn.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanne: [ponykt cootsercTyetr TpeGoanmam HI| 3axmiouenue: OJOBPEHO
Prepared by / Checked by / Checked\by (AQA) / Approved by: Quality Assurance/Authorized
[Moarorosineno: Shivani ({[TpoBepeHo: Rama Kant||[Ipoeepepo (AQK): person / Ono6peno: ObecrieueHne
Abhish¢k Chauhan kayecTBa/OTBETCTBEHHOE JIULIO:
Ar fold = S it
R

Date / Date / ||Date / Date / D k-o)-Le ) 6
Jara: 28.01.2026 Hara: 28.01.2026 Hara: 28.01.2026 Hara:

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

CIN: L85195AP1984PLC0O04507
www.drreddys.cormn




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT 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

s drraddve cam
WHAAW G QL OVS

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
poaykr: Keropon® (ketoponak) pacTeop /uisi BHyTPMBEHHOTO M BHYTPUMBILIEYHOTO BBEACHHU, 30 MI/MmII
Batch No / . V260058 Batch Quantity / . 454545 ampules /
Cepus Ne ) O0bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /

AnauTHYeCKHil oTueT Ne : 890001859425 HMata ananunza : 28.01.2026

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

JaTta npousBoacTBa I'open no

Mfg. License No. / )
HpoussoacTeenuas : MNB/05/263 e : JITI-No(008888)-(PI'-RU)
Junensus Ne Homep PY

Analysis performed according ND / Ananus nposeaen mo HJI: JITT-Ne(008888)-(PI'-RU)-170225
Page8 of 9/ Crp. 8 m3 9

Ketorolac Trometamol / Ketoponaka TpoMeTamon

API name / HaumenoBanue A®C:

INN / MHH: Ketorolac / Ketoponak

API manufacturer batch number /

2KTM0621025
Homep cepun npouspoauTensi A®C: 6
FP Manufacturer API Batch number /
Homep cepun cyGcTaHUHM NMPOH3BOAMTEIS FESA00567

riod:

API Manufactured by & country /
Ipoussoaurtenn ADPC, cTpana:

Symed Labs Limited, India /
Caiimen Jlabc Jlumuren, Uunus

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

HaumenoBanue, aapec, JTMUEH3Us1 AJIst
IIpounseoacTBeHHasi niowaaka / [lnowanka
KOHTpoJIa KavecTBa / [loimaaka Beimycka

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol, Nalagarh
Road, Baddji, Distt. Solan, H.P. 173205, India (license No No MNB/05/263) /
H-p Penau’c Jlabopatopuc JItn., Unaus, Ilpoussoacteentoe noapasaenenue-6,
Bu. Kxons, Hanarapx Poya, bagay, Juctpukt Conan, X.I1., 173205, Unpus
(mnuensua 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». /

3akawyeHue o coorBeTrcTBUU: «Hactosumum s MMOATBEPXKHAL0, YTO NMPHUBECACHHAS BBILIC PIH(bOpMaI_lI/I}I ABIACTCA HOCTOBepHOﬁ "

Remarks : The Product confirms to ND/

Hpumeuanne: Ipoayxr coorsercrsyer TpebosanuaM HJL |

Conclusion : APPROVED /
3aknwuenne: OJOBPEHO

Prep;ed by/
[ToarorosneHo: Shivani

Checked by /
[Tposepexo: Rama Kant

ol

Checked by (AQA) /
[TpoeepkHo (AOK):
Abhish 'Chaultn

Approved by: Quality Assurance/Authorized
person / Onobpeno: ObecreueHue
kayecTBa/OTBETCTBEHHOE JIUIO:
CunIlL. KU™MAL.
il

A7
[Date / -

Date /
Jlara: 28.01.2026

Date /
Jlara: 28.01.2026

Date /
Jara:

28 |-4026

Jata: 28.01.2026

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49C0 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507

www.drreddys.com






