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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
CEPTUOUKAT AHAJIM3A  “Www.drreddys.com
Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ilponykr: Ketopon™ (keroponak) pacTBop yisi BHYTPUBEHHOrO ¥ BHYTPUMbILIEYHOrO BBEAEHNS, 30 Mr/mi1
Batch No / . V260335 Batch Quantity / . 454545 ampules /
Cepusi Ne ) O6bem cepun ' 454545 amnyn
Analytical Report No / Date of Analysis /
AHaJIUTHYECKUH oTUeT No : 890001879956 Jara ananuza : 05.05.2026
Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028
Jdata npon3BoacTBa TI'ogen o
Mfg. License No. /
IpoussoacTeennas : MB/05/264 i : JITI-Ne(008888)-(PI"-RU)
Juuensus Ne Homep PY

Analysis performed according ND / Ananus nposeaen mo HJI: JIIT-Ne(008888)-(PT"-RU)-170225

Page10of7/Crp.1mn37

Ne Test / IToka3zarennb

Results / PeayabTaThl

Specification / Hopma

1 Description / Onucanue

Clear colorless solution. / Ilpo3paunslii
GecLBETHBII PacTBOP.

Clear colorless to slightly yellow color
solution. / TIlpo3pauHblii pacTBOp OT
6EeCLBETHOTO 10 CBETIO-XKENTOrO LIBETA.

2 | Identification* / UnenTudpurxauus™

2a | HPLC*/ BOXX*

The retention time of the main peak in the
chromatogram of test solution corresponds
to the main peak in the chromatogram of
standard solution. / Bpemst ynepxuBanus
OCHOBHOTO MMKa Ha XpOMaTorpaMme
HCIIBITYEMOr0  PacTBOpa COOTBETCTBYET
BPEMEHH YIEepKHBAHHA OCHOBHOIO IHKa
Ha XpomarorpamMmme 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). /  Bpemsa  ynepxuBaHus
OCHOBHOTO MMKa Ha XpoMaTorpamme
UCIIBITYEMOTO pacTBOpa JOJIKHO
COOTBETCTBOBATh BPEMEHH YIEPXKUBAHHs
OCHOBHOI'O [IMKA Ha XpoMarorpamme
CTAaHAAPTHOTO pacTBOpa (paznen
«KonndecTBeHHOE ONPENETICHIE).

||Remarks : The Product confirms to ND/

IMpumeuanne: [Ipoayxr coorBercTByeT TpeGoBanusaM HJ[

Conclusion : APPROVED /
3aknatouenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[loarorosneno: Sarita [Tposepeno: Pardeep [Mpoeepeno (AOK): person / OnobpeHo: ObecneueHue
Sharma @ Kumar Amit Kumar kauecTBa/OTBETCTBEHHOE JIMLIO:
ot A A— CHIVAM
/ h .
Date / Date / Date / Date / ’! i C %
Jara: 05.05.2026 Jarta: 05.05.2026 Hara: 05.05.2026 Hara: (\\ Q ;

o 2 U/

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
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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 98166 56001-02

CEPTUOHUKAT AHAJIM3A ~ www.drreddys.com
Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
ITpoaykr: Ketopon® (ketoponak) pacTBOp [ulsi BHYTPUBEHHOTO H BHYTPUMBILLEYHOTO BBeAEHHUS, 30 MI/M
Batch No / . V260335 Batch Quantity / . 454545 ampules /
Cepust Ne : O0BeM cepun © 454545 amnyn
Analytical Report No / Date of Analysis /
AHaluTHYeCKHH oTueT Ne : 890001879956 JlaTta anaamsa : 05.05.2026
Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028
JaTta nponsBojcTBa I'ogen oo
Mfg. License No. /
Hpoussoncrrentan : MB/05/264 GG : JITT-No(008888)-(PT-RU)
Juuensust Ne Homep PY

Analysis performed according ND / Ananu3 nposeaen no HJI: JIIT-Ne(008888)-(PI"-RU)-170225

Page2 of 7/ Crp.2 u3 7
Ne Test / [lokazaTenn Results / PeaysbraTbl Specification / Hopma
2b UV- spectrophotometry* / UV absorption spectra of the test solution | UV absorption spectra of the test solution
S R and the solution of the standard sample of | and the solution of the standard sample of
) P omemp 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®-cnexTphl noriouieHus | maxima at 322 + 2 nm. / Y®-cnekTpsl
UCTILITYEMOTO ~ pacTBOpa M pacTBOpa | MOIJIOWIEHUS MCIBITYEMOTO pacTBopa U
craHmapTHoro  ofpasua  KeToposiaka | pacTBopa CTaHIapTHOTO obpasia
TpomeTamuHa B 067acT oT 200 10 400 HM | keToposiaka TpoMeTamMuHa B OOJACTH OT
UMEIOT MakcuMmyMbl rnorsowienus mnpu | 200 mgo 400 HM  ODOMDKHBI  UMETH
32242 HM. MaKCUMYMBI MOTNIOMICHHS Py 32242 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. / OnanecueHuums npenapara | suspension I. / OnanecueHuns npenapara
HE MPEBbILIACT ONAJNICCLEHIMIO CYCIIEH3UH | HE JOJKHA NMPEBBIIATH ONANECLEHIHNIO
| cpaBHeHus . CYCIIEH3WU CpaBHEHHUA L.
4 Color / I1eTHOCTD Absorbance should be not more than 0.20
0.04 Abs at a wavelength of 430 nm. /
’ ITornouieHue KoKHO ObITh He Gonee 0,20
NpH JUIMHE BOMHBI 430 HM.
5 pH T2, From 6.9 to 7.9./ 0Ot 6,9 no 7,9.
6 Particulate matter / MexaHuuyeckue BKJIIOYEHUS

||Remarks : The Product confirms to ND/
[pumeuanne: [poaykr coorsercTByet Tpedosanuam HJL

Conclusion : APPROVED /
3aknwyenne: OJIOGPEHO

Prepared by /
[Toarorosneno: Sarita

Sharma &

Checked by /

Kumar

[Tposepeno: Pardeep

| N

Checked by (AQA) /
[IpoepeHo (AOK):
Amit Kumar

Approved by: Quality Assurance/Authorized
person / Onobpeno: Obecneuenue
KauecTBa/OTBETCTBEHHOE JINLLO:

CNIVANI

Date /
Jlara: 05.05.2026

Date /

Hara: 05.05.2026

Date /
Jata: 05.05.2026

Date /
Jlara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
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
CEPTU®HUKAT AHAJIN3A www.drreddys.com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykT: Keropon® (ketoposiak) pacTBop 1Jisi BHYTPUBEHHOIO M BHYTPUMbILIEYHOrO BBEAEHUS, 30 MI/MA
Batch No / . V260335 Batch Quantity / . 454545 ampules /
Cepus Ne ) O0bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /

AHaJIHTHYECKHH 0TueT Ne : 890001879956 JlaTa ananm3a : 05.05.2026

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028
JlaTa npousBoacTBa I'open xo

Mfg. License No. /

Hpomssonctaennas : MB/05/264 Ll : JIIT-Ne(008888)-(PT-RU)
Junensus Ne Howmep PY

Analysis performed according ND / Anasau3s nposenen mo HJI: JITT-Ne(008888)-(PI'-RU)-170225

Page 3 of 7/ Crp.3u3 7

Ne Test / ITokaszarein

Results / PesyabTaThl

Specification / Hopma

6a | Visible particles /
Bunumple yacTULBI

Complies / CooTBETCTBYET

Should be absent. /
JIOJIKHBI OTCYTCTBOBATD.

6b | Invisible particles /
HeBuaumple 4acTHLIbI:

i. Particles> 10 pm/ | not more than 6000 per ampoule; /
Yacruu pasmepom > He Oonee 6000 Ha ammyy;
10 MM
il. particles>25 pm/ 00 not more than 600 per ampoule. /
4acTUIl pa3MePOM > He Gonee 600 Ha ammyy.
25 MKM
7 Impurities / [Ipumecn
| Impurity A / ITpumecs A 0.10 % not more than 0.20 % / ne 6onee 0,20 %;
Impurity B / TTpumecs B Below LOD (LOD = 0.014 %) / Huxe not more than 0.50 % / ne Gonee 0,50 %;
B npenena obHapyxenus (ITO = 0.014 %)
Impurity C / ITpumecs C Below LOD (LOD = 0.010 %) / Huxe not more than 0.50 % / ue 6onee 0,50 %;
npenena odounapyxenus (110 = 0.010 %)
Impurity D / [pumecs D Not detected / He o6Hapy>xeHa not more than 0.20 % / ue Gonee 0,20 %.

Remarks : The Product confirms to ND/
[Mpumeuanne: [TpoaykT cooTBeTcTBYET TpeGoBaHusaM HJJ

Conclusion : APPROVED /
3akaiouenne: OJOBPEHO

Checked by /
[IpoeepeHo: Pardeep

Prepared by /
[ToarorosneHo: Sarita

Checked by (AQA) /
Iposepero (AOK):

Approved by: Quality Assurance/Authorized
person / Ono6peno: ObecrneyeHue

Sharma Kumar Amit Kumar kavyecTBa/OTBETCTBEHHOE JIULIO;
b Ol-"” /\ " (r1IVAM)
Date / Date / Date / Date / W (
Hara: 05.05.2026 Hara: 05.05.2026 Jara: 05.05.2026 Hara: N \ /@0 q}’ M)
= A

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
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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 Tel : +91 98166 56001-02
CEPTHU®UKAT AHAJIM3A ~ Www.drreddys.com
| Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon® (ketoposnak) pacTsop it BHYTPUBEHHOTO M BHYTPUMBbIUIEYHOTO BBEAEHHUS, 30 MI/MA
Batch No / . V260335 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6beM cepun ' 454545 amnya
Analytical Report No / Date of Analysis /
AHanuTHYecKHi oTaeT Ne : 890001879956 Jarta aHanusa : 05.05.2026
Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028
JlaTa npou3BoJCTBAa Toxen no
Mfg. License No. /
Hpomssoxcraenmas : MB/05/264 T v : JI-Ne(008888)-(PT-RU)
annensun Ne Homep PY

Analysis performed according ND / Anaaus nposeaen mo HJI: JITI-Ne(008888)-(PI"-RU)-170225

Page4of 7/Crp.4u3 7

Test / IlokazaTenn

Ussnexaemolii 00bem*

10.2 ml/ 10,2 mn

Ne Results / PesynnTaThl Specification / Hopma
Individual unidentified B
tpuity:/ Epumesa 0.07 % Not more than 0.20 % / He Goree 0,20 %.
HEUICHTH(QULUPOBAHHAS
[pUMEChH
Total impurities / Cymma 02 % Not more than 1.50 % / He Gonee 1,50 %.
npumecei ke

8 Extractable volume* / Not less than 10.0 ml (collectively

measured volume of 10 ampoules). /

He menee 10,0 mit (06bem, H3MEpEHHBI M
Ha OCHOBAHMU 00bEAUHEHHOTO
coaepxumoro 10 ammyn).

9 Bacterial endotoxins /

<=0.725 EU/mg

Not more than 5.8 EU/mg of Ketorolac

onpeneseHue

bakrepuanbHble /<=0.725 ED/Mr Trometamol. / He 6onee 5,8 EDQ/mr
HAOTOKCHHbI KETOpoJIaka TpOMETaMUHa.

10 | Sterility**/ Complies / CooTBeTCcTBYET Must be sterile. / Jlomxen ObITh
CrepuibHoCcTh** CTEPUIBHBIM.

11 | Assay/ KosinvyecTBeHHOe 30.94 mg /30,94 mr From 27.0 mg to 33.0 mg of Ketorolac

Trometamol per 1 mL. / Or 27,0 Mr o
33,0 Mr keToposiaka TpoMeTaMosa B 1 M.

Remarks : The Product confirms to ND/

Ipumeuanne: [IpoxyxT cooTBeTCTRYET TpeOoBaHMAM HJI

Conclusion : APPROVED /
3akmiouenne: OIOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[ToaroTosneHo: Sarita [Tposepeno: Pardeep [Tposepeno (AOK): person / Opobpeno: ObecneueHre
Sharma & Kumar Amit Kumar kauecTBa/OTBETCTBEHHOE JIMLIO:
\

= K2 Spuan)
Date / Date / Date / Date / g = g
Hara: 05.05.2026 Jarta: 05.05.2026 Jlara: 05.05.2026 Jara: (\K ¢ qg %

- _ : LS é‘e/‘/o

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 Q‘:‘

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
CEPTU®HKAT AHAJIM3A  Www.drreddys.com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropoa™ (keToposiak) pacTBOp /ISl BHYTPHBEHHOIO M BHYTPUMBILIEYHOrO BBeICHHs, 30 Mr/mi
Batch No / . V260335 Batch Quantity / . 454545 ampules /
Cepus Ne : ) O0bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /

AHajuTHyecKHii oTyer Ne : 890001879956 Jarta ananauza : 05.05.2026

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028
Jara npousBoacTea Togen go

Mfg. License No. /

HponssoxcTennas : MB/05/264 ! et 2 : JITI-No(008888)-(PT-RU)
Jaunensust Ne Howmep PY

Analysis performed according ND / Anasnns nposeaen no HJI: HH-NQ(OOSSSS)-(PF-RU)—I70225

Page 5 of 7/ Crp.Smu3 7

Ne Test / [lokazaTens Results / PesyabTaThl Specification / Hopma

12 | Ethanol content / dTaHon 12.02 % From 10.60 % (v/v) to 13.10 % (v/v)./
Or 10,60 % (06/06) no 13,10 % (06/06).

13 | Packaging / Onucanue 1 mL in class I light-shielding dark amber | 1 mL in class I light-shielding dark amber

YNAaKOBKH

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 mMi B aMmyJibl M3 CBETO3ALIUTHOIO
CTeKJ1a TEMHO-KOPHYHEBOTO 1IBETA KJlacca
I. B BepxHeil 4acTi aMIlyJsibl HaHECEHbI
KOJIBLIO U TOYKA 1JIs pasnoma. Ha ammyiy
HaKJICUBAIOT 3THKETKY.

[To 10 amnyn BMecTe C JIUCTKOM-
BmagpimieM B [IBX/amoMuHMEBbIH
oaucrep. Ilo 1 6nuctepy B  mauky
KapTOHHYIO.

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
Sacilities: 2, 3, 5 blisters in a carton pack.
/

[To 1 M B aMIynbl U3 CBETO3ALMTHOTO
cTeKJIa TEMHO-KOPHYHEBOTrO 11BETa KJacca
I. B BepxHel 4acTH aMImyJibl HaHECEHbI
KOJBLO ¥ TOuKa 1Jisi paszioMa. Ha ammyiy
HaKJICMBAIOT 3TUKETKY.

ITo 10 ammyn BMecTe C JIMCTKOM-
BnageiieM B [IBX/amomunueBblii
6aucrep. Ilo 1 Gnucrepy B  mauky

KapTOHHYIO; 01 cmayuoHapog: no 2, 3, 5
011CTEpPOB B AYKY KapTOHHYIO.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Ipoaykr cooTBercTBYeT TpeboBaHusiM HJL 3akmwuenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Tonrotosnexo: Sarita [Mporepeno: Pardeep [Tpoeepeno (AOK): person / Ono6peno: ObecrnieyeHve
Sharma K/ Kumar Amit Kumar kadecTBa/OTBETCTBEHHOE JIUIIO:
o—i—:' /\—/_\, GNIVA M)
Date / Date / Date / Date / " ol '
Jara: 05.05.2026 Jara: 05.05.2026 Jata: 05.05.2026 Jara: mh ~1 0 > 19
SRy L —

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
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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  Tel:+91 98166 56001-02
CEPTU®HUKAT AHAJIU3A warwrdrredgyseatn

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

IIpoayxr:  Ketopon® (keToposak) pacTeop juisi BHYTPHBEHHOTO ¥ BHYTPHMBILIEYHOTO BBEACHHS, 30 MI/MIT
Batch No / —— Batch Quantity / _ 454545 ampules /
Cepus Ne ) O6bem cepuu " 454545 amnyn
Analytical Report No / Date of Analysis /

AHanuTHueckuii oTuer Ne : 890001879956 HMaTta ananusa : 05.05.2026

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028
JlaTa npou3BoacTBa TI'onen 1o -
Mfg. License No. /

IponssoncTBenHas : MB/05/264 NI, mummhiee: : JITI-Ne(008888)-(PT-RU)
Junen3us Ne Homep PY

Analysis performed according ND / Anasnn3 nposegen mo HJI: JITT-Ne(008888)-(PI'-RU)-170225

Page 6 of 7/ Ctp. 6 u3 7

* Tests are not performed during the stability investigation. / ¥ McnpiTanus He IPOBOMAT B XO/I€ UCCIIENOBAHUSA

cTabUNBLHOCTH.

** Release quality control of the perfomance is carried out for every 15th batch. / ** [1pu Beimycke npenapara
KOHTPOJIb Ka4eCTBa M0 MOKa3aTeN0 NPOBOAUTCS JUld Kaxkaoii 15-o# cepuu.

API name / Haumenosanue ADC:

Ketorolac Trometamol / Ketoponaka Tpomeramon

rJI®:

INN /MHH: Ketorolac / Keroponak
API manufacturer batch number / KTMO721125
Homep cepum npouseoantenss A®C:

FP Manufacturer API Batch number / o

Homep cepuu cy0cTaHLUK NPOU3BOAUTENS FESAQ00653

API Manufactured by & country /
IMpoussoautens A®C, cTpana:

Symed Labs Limited, India /
Catimen J1a6c Jlumuren, Unaus

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

HaumeHoBaHWe, aApec, JIUUEH3HS 1S
IIpoussoacTBennasn maomanka / [nomanka
KOHTpOJA KadecTBa / [lnomaaka Bpinycka

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 Jlabopatopuc JIta., Muaus, [Ipon3BOACTBEHHOE MOApa3aeneHue-6,

Bunn. Kxons, Hanarapx Poya, bamny, Tuctpukt Conan, X.I1., 173205, Unaus
(muensua Ne No MNB/05/263

Remarks : The Product ;onﬁrms to ND/

Conclusion : APPROVED /

Mpumeuanne: [MpoaykT cootBercTBYeT Tpeboranusam HJT

3akmouenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Monrorosneno: Sarita [Iposepeno: Pardeep [Tposepeno (AOK): person / Ono6peHo: ObecneueHue
Sharma g/ . Kumar Amit Kumar ka4yecTBa/OTBETCTBEHHOE JIULIO:
' GJLLf e QAN |
Date / Date / Date / Date /
Hara; 05.05.2026 Hara: 05.05.2026 ~ ||Hara: 05.05.2026 Jara:

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 Laboratories Ltd.
’ 2@ Formulation Unit-6
Dr. Reddy S l.‘ Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUDPUKAT AHAJIU3A www.drreddys.com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keToposiak) pacTBop Ajisi BHYTPHBEHHOTO U BHYTPUMBILIEYHOrO BBEACHHUS, 30 MI/MII
Batch No / . V260335 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6bem cepun " 454545 ammyn
Analytical Report No / Date of Analysis /

AnasmmTHyeckuii oTyer Ne : 890001879956 Jara anainza : 05.05.2026

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028

JaTta npou3BoacTBa I'ogen xo

Mfg. License No. /

Ipoussoacreennas : MB/05/264 e : JITI-Ne(008888)-(PT-RU)
JHuen3us Ne Homep PY

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

Page 7 of 7/ Ctp. 7Tu3 7
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». /

3aks0ueHue 0 cooTBeTcTBHU: «HacToAWMM g NOATBEPKAAIO, YTO NPUBELEHHAs Bbile WHGOpPMaLUs SBISETCA AOCTOBEPHOM M
TOYHOW. DTa cepus MPOAYKLMM Mpon3BeleHa (BKIIOYAs YNAKOBKY (MapkUpOBKY) H KOHTPOJIb KauyecTBAa) HA BbIIEYKA3aHHOM
NpPOM3BOACTBEHHOM IUIOWaAKe (IUIOWAAKax) B OJTHOM COOTBETCTBUH C TpeboBaHUAMM [IpaBui Haanexaleil Npou3BOACTBEHHOM
npakTiki EBpa3zuilckoro 5KOHOMHYECKOro COI03a M TpeOOBaHHAMH KOHTPOJIA KadyecTBa JIEKAPCTBEHHBIX CPEACTB, a Takke B
COOTBETCTBUH CO creLM(UKALUAMYU, COASPXKALMMHICS B PErMCTPALIMOHHOM JOChE CTpaHbl-UMIIOpTepa. 3alUch MO MPOU3BOACTBY,
yNaKoBKe U aHAJU3Y NPOBEPEHbl, M YCTAHOBJIEHO HX COOTBETCTBHME TpeOoBaHMAM [IpaBUi Haanexalledl NpOU3BOACTBEHHOM
npaxkTuki EBpasuiickoro 3KOHOMHUUYECKOrO COK3aY.
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