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  4j: +91 58166 56001-02
CEPTU®UKAT AHAJIM3A www.drredays.com

Product : / Ketorol™ (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
 ITpoaykr: Keropon™ (ketoponak) PacTBOp AJ1 BHYTPUBEHHOIO M BHYTPUMBILIEYHOIO BBEACHUS, 30 mMr/ma
Batch No / . V250711 Batch Quantity / . 454545 ampules /
Cepusi Ne ) OGbem cepun " 454545 amnyn
Analytical Report No / . 890001833540 Date of Analysis / . 05.09.2025
AHaJuTHYeCKHI# oTyeT No ) JlaTa anann3za e
Date of Manufacture / . 08/2025 Date of Expiry / . 07/2027
JdaTta mpou3BojcTBa I'omen 1o

Mfg. License No. /

IponseoxcTaennas : MNB/05/263 MA number: / : JITT-Ne(008888)-(PT-RU)

aunenzus Ne Howmep PY

Analysis performed according ND / Ananus nposexen mo H: JITT-Ne(008888)-(PI'-RU)-170225
Pagelof 7/Cip. 137

No Test / [loka3aTennb Results / Pe3ysbTaThl Specification / Hopma |

1 Description / Onucanue Clear colorless solution. / [Tpospaunsiit | Clear colorless to slightly yellow color
GeclLIBETHBII pacTBOP. solution. / TIpo3paunbslii pacTBOp OT
GeCLBETHOIO 10 CBETNO-XKENTOrO LBETA.

2 | Identification* / UpenTudukauua*

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 corresponds | chromatogram of test solution should
to the main peak in the chromatogram of | correspond to the main peak in the
standard solution. / Bpems ymepxuBauust | chromatogram of standard solution (Assay
OCHOBHOTO TIMKa Ha XpoMarorpamme | section). /  Bpema  ydepxuBaHHs
UCIBITYEMOTO PAcTBOPa COOTBETCTBYET | OCHOBHOI'O TMMKa Ha XpOMarorpamme

BpEMeHd yNEPKUBAHUA OCHOBHOTO MHKA | HCMBITYEMOIO pacTsopa IOJKHO
Ha  XpomaTorpamme CTaHIApPTHOTO | COOTBETCTBOBATb BPEMEHH YIEpAKUBAHMA
pacTBopa. OCHOBHOTO TMMKa Ha XpoMatorpaMmme

CTaHJapTHOI'O pacTBopa (pazzen

«KOoJNMUEeCTBEHHOE onpeueﬂeHHe»).

2b UV- spectrophotometry* / UV absorption spectra of the test solution | UV absorption spectra of the test solution
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. / V®-cnekTphl nornowenst | maxima at 322 + 2 nm. / Y®-cnekTpsl
HCMBITYEMOTO  pacTBOpa W  pacTBopa | MOIJIOLIEHUS MCIBITYEMOIO pacTBOpa U
CTaHOapTHOTO  ofpa3ua  KeTopojaka | pacTBopa CTAHJAPTHOIO obpasua
TpoMeTamuHa B o6siactu ot 200 1o 400 HM | KeToposiaka TPOMETaMHHAa B OONacTH OT
UMEIOT Makcumymbl mornomenus npu | 200 no 400 HM  HOMKHEL  HMETh

Y@-cnexmpogpomorrempus*

32242 um. MaKCHMYMBI TIOTJIOWEHUA NpH 32242 HM.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanne: IIpoayKT cooTBeTCTBYET TpeboBaHmsam HJJ Zakmouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[logrotorneno: [TpoeepeHo: Pardeep  ||[Iposepeno (AOK): person / Ogobpeno: ObecnieyeHHe
Pravesh Rana / ' Kumar Amit Kumar A kauecTBa/OTBETCTBEHHOE JTULIO:

; - /
Date / Date / Date / Date / | ’
Jara: 05.09.2025 Jlata: 05.09.2025 Jlara: 05.09.2025 Tlara: oS v 9 ot

Registered Office: 8-2-327, Road No. 3, Banjara Hills, iHyderabad - 500024, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 400 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLLC0O04507
www.drreddys.com




Dr.Reddy’s ‘;.‘

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIN3A

Dr. Reddy's Laboratories 1td.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tol: 181 ¢2166 56001-02

www.drreddys.com

‘ Product : /

Ketorol® (Ketorolz;:_) solution for intravenous and intramuscular injections, 30 mg/ml B

Tlponykr: Ketopon®™ (keToposiak) pacTBOp Ul BHYTPHBEHHOTO M BHYTPMMbILIEYHOTO BBEACHHUS, 30 mr/ma
Batch No / . V250711 Batch Quantity / . 454545 ampules /

Cepus Ne . O6bem cepau " 454545 amyn
Analytical Repovrt No/ . 890001833540 Date of Analysis-/ . 05.09.2025
AHanuTHYecKHH oT4yeT Ne Jata anayusa

Date of Manufacture / . 08/2025 Date of Expiry / . 07/2027

JaTta npou3BoACTBA I'omen no

Mfg. License No. /

Ipoussocraenmas : MNB/05/263 WA Tper: / : JIN-Ne(008888)-(PT-RU)
Junen3us Ne Homep PY

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

Page2 of 7/ Crp. 2 m37

Ne Test / [Toka3aTesib

Results / PesyabTaThi

Specification / Hopma

3 Clarity / ITpospauyHocTb

The opalescence of the sample does not
exceed opalescence of  reference
suspension I. / Omanecueduus npenapara
He TIPeBBIIIAET ONANECUEHUMIO CYCTIEH3HI
cpaBHeHu 1.

The opalescence of the sample should not
exceed opalescence of reference
suspension I. / OnanecueHuUs mpenapaTa
He JIOJDKHA NPEBBILIATE ONATECLEHLIUIO
CYCTIEH3UH cpaBHEHMs 1.

Bunumele 4acTHIbI

4 Color / IIBeTHOCTD 0.04 Absorbance should be not more than 0.20
Abs at a wavelength of 430 nm. /
[TornoweHye 00JDKHO ObITH He Gonee 0,20
npH AyHHE BOJIHEL 430 HM.

5 pH 7.3 From 6.9t07.9./016,9 10 7.9.

6 Particulate matter / MexaHnueckue BKJIKNYEHUS

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

JIOKHBI OTCYTCTBOBATb.

6b | Invisible particles /

HeBHauMBbIe YaCTHULBI:

i. Particles > 10 pm/ 161 not more than 6000 per ampoule; /
YacTtuy pasmMepom > He 6onee 6000 Ha ammyny;
10 MxkM
ii. particles > 25 pm/ 01 not more than 600 per ampoule. /
YacTHULL pa3MepoM > He 6onee 600 Ha ammyIly.
25 MKM
7 Impurities / IIpumecn
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Tpumeuanue: IIpoaykT cooTBeTCTBYET TpeOoBaHuam HJI Saxmoyenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[MoaroToBneHo: Iposepeno: Pardeep TpogepeHo (AOK): person / Onobpeno: ObecnieueHue
Pravesh Rana Kumar Amit Kumar ’ kauecTea/OTBETCTREHHOE m-:uo:y_"p
i | .
Date / Date / Date / Date /
Hara: 05.09.2025 Hara: 05.09.2025 Hara: 05.09.2025 Hara: C?g /&ZIF ”"Vr

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

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-5

Vil

I. Khol, Nalsgarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA

Ta!

Tel 1 +G1

059166 55001-02

R

CEPTUPHUKAT AHAJIN3A www.drreddys.com
Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml ]
Ipoayxr: Keropon™ (KeToponaK) pacTBOP JUTsi RHYTPUBEHHOTO M BHYTPHMBIIIEYHOrO BBeACHHA, 30 Mmr/Mn |
Batch No / - V250711 Batch Quantity / . 454545 ampules -
Cepus Ne : O6bem cepun * 454545 AMITYJ1
Analytical Report No / . 890001833540 Date of Analysis / . 05.09.2025
AHanaTHYecKHii oTuer No ; JaTa anajuza s
Date of Manufacture / . 08/2025 Date of Expiry / . 07/2027
Jata npou3BoACTBA T'ogen oo
Mfg. License No. /
TponssoncTaennas : MNB/05/263 a4 number: / : JII-Ne(008888)-(PT-RU)
JHIeH3s Ne Howmep PY

Analysis performed according ND / Anaan3 nposeagen no HJI: JIIT-Ne(008888)-(PI-RU)-170225

Page3of 7/Crp.3u3 7

No Test / ITokaszaTennb Results / PesyabTaThl Specification / Hopma
Impurity A / Ilpumecs A 0.11% not more than 0.20 % / He 6osiee 0,20 %;
lmpurity B / Hpumecs B Below LOD (LUD = U.014 %) / Huxe nol more than 0.50 % / He Gomee 0,50 Y%,

npenena ooHapyxenua (I10 = 0.014 %)
Impurity C / TIpumecs C Below LOD (LOD = 0.010 %) / Huxe not more than 0.50 % / e 6oxnee 0,50 %;
L npegena obuapyxenus (10 = 0.010 %)
Impurity D / ITpumecs D Below LOD (LOD = 0.014 %) / Huxe not more than 0.20 % / He 6omee 0,20 %.
npenena obrapyxenus (I10 = 0.014 %)
Individual unidentified Not more than 0.20 % / He 6onee 0,20 %.
impurity / EuHmsas Below LOQ (LOQ = 0.05%) / Hinke
HeuaeHTU(ULIUPOBAHHAS
e npezena KOJIMYECTBEHHOTO OIpeeNeHUs
(ITKO =0.05%)
Total impurities / Cymma 0.1% Not more than 1.50 % / He 6onee 1,50 %.
npuMecei

8 Extractable volume* / 10.0 ml/ 10.0 mn Not less than 10.0 ml (collectively
HUzBaekaemblii 00bem™* measured volume of 10 ampoules). /

He menee 10,0 mn (06bem, n3mMepeHHbIN
Ha OCHOBaHUH 00 AUHEHHOTO
cozaepxumoro 10 amny).

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac
BakrepuajibHble /<=0.725 E3/mMr Trometamol. / He 6onee 5,8 EDQ/Mr
IHAOTOKCHHBI KeTOpoJiaka TpOMeTaMUHa.

Remarks : The Product confirms to ND/
IMpumeuanue: [IponykT cooTBeTcTBYeT TpeboBanmsIM HJL

Conclusion : APPROVED /
3axmovyenne: OJJOBPEHO

Prepared by / Checked by /

[ToaroToBneHo:

Pravesh Rana /

e

Tposepeno: Pardeep

Kumar
c::;,[// [ ——
= . _

kavecTea/OTBETCTBEHHOE JIAN0:
1 - L

Checked by (AQA)/
[Mposepeno (AOK):
Amit Kumar N

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

Date / Date /

Jara: 05.09.2025

Hara: 05.09.2025

Date /
Hara: 05.09.2025

Date /
Hara:

~—"

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4900 2300, Fax: +91 40 4800 2999, Email: mail@drreddys.com

CIN: £L85195AP1984PLC0O04507
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 12| : +61 22166 56001-02

CEPTUOHEAT AHAJIN3A www.drreddys.com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IlpoaykrT: Ketopoa" (keToposiak) pacTBop 1Jist BHYyTPUBEHHOIO W BHYTPHMBILLEYHOrO BBeAeH s, 30 Mr/ma
Batch No / . V250711 Batch Quantity / . 454545 ampules /
Cepusa Ne il Oo6beM cepau © 454545 ammynn
Analytical Report No / . 890001833540 Date of Analysis / . 05.09.2025
ApaauTH4YecKHil oTuyeT No ) JlaTa aHaau3a o

Date of Manufacture / . 08/2025 Date of Expiry / . 07/2027
Jara npou3BoacTBa T'ogen no

Mfg. License No. /

Hpoussoncraentas : MNB/05/263 - : JITI-Ne(008888)-(PT-RU)
aunenzust Ne Homep PY

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

Paged4 of 7/Crp. 4u3 7

No Test / [lokasaTtenn Results / PezyabTaTsl Specification / Hopma
10 | Sterility**/ NA Must be sterile. / JloybkeHn ObiThb
CTepuabHOCTL** CTEPUIILHBIM.
11 | Assay / KvinuecrBennoe 30.40 1wy / 30.40 w1 Fiow 27.0 g v 33.0 wg ol Ketuolae
onpeaesieHHe Trometamol per 1 mL. / Ot 27,0 Mr 5o
33,0 Mr xeToponaka TpoMeTaMosa B 1 MIL.
12 Ethanol content / 3Tanon 12.01 %/ 12.01% From 10.60 % (v/v) to 13.10 % (v/v)./
Or 10,60 % (06/06) mo 13,10 % (06/06).

Remarks : The Product confirms to ND/
pumeuanmne: IIpoayxT cootBercTByeT TpeboBaHuAM H/J

Conclusion : APPROVED /
3akmioyenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) /
[MoaroToBneHo: 7{} [TposepeHo: Pardeep [Tposepero (AOK):

Pravesh Rana Kumar Amit Kumar A
o,{_—/ N—

-

P J -

Approved by: Quality Assurance/Authorized
person / Ogobpeno: ObecnieyeHue
kauecTBa/OTBETCTBEHHOE JIALO: g

el

1 LY 05/05\'-

Date / Date / Date /
Hara: 05.09.2025 Hata: 05.09.2025 Hara: 05.09.2025

Date / O@’Om]" W“ﬂ/

Harta:

Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabadf - 500034, T=langana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: LB5195AP1984PLC004507

www.drreddys.com



Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS ‘ei:

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

vill. Kho!, palagarh Road, Baddi,
Distt. Soian, H.P., 173 205, iNDIA

CEPTU®UKAT AHAJIU3A

01 OO ol
RN R R

56001-02

www drreddys.com

Product : /

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

Ipoaykr: Keropon" (keToponak) pacTBOp [uisi BHYTPHBEHHOIO H BHYTPHMbILIEYHOTO BBEACHUS, 30 MI/Mi1
Batch No / . V250711 Batch Quantity / . 454545 ampules /
Cepus Ne ’ Oonem cepuu 454545 amnyn
Analytical Report No / . 890001833540 Date of Analysis / . 05.09 2025
AHaguTHYeCcKHil oTueT No ) Jlara anaausza o

Date of Manufacture / . 08/2025 Date of Expiry / . 07/2027

JlaTa npou3BoacTBa T'ogen o

Mfg. License No. /

Tponseoncraennas : MNB/05/263 MA anmber: / : JII1-Ne(008888)-(PT-RU)
auuenzus Ne Homep PY

Analysis performed according ND / Anains npoeenen nmo HJI: JITI-Ne(008888)-(PI'-RU)-17022

Page 5 0f7/(ﬁ 5u37

Ne Test / [Toka3zaTtennb

13 Packaging / Onucanue
yNaKoBKH

Results / PesyabTaThl

Specification / Hopma

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. /

[Mo 1 Mn B aMnyfbl U3 CBETO3AIIUTHOIO
CTeKIa TEMHO-KOPUYHEBOTO LBeTa Kjlacca
I. B BepxHeil yacTu amILyNbl HaHECEHBI
KOJIBUO H TOYKa A7 pa3noma. Ha amnyny
HaKJIeUBAIOT ITHKETKY.

I[Io 10 ammyn BMeECTE C JIMCTKOM-
piagsiieM B [IBX/anomMHHHEBbIH
omucrep. Ilo 1 O6aucrepy B  Mauky
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 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 aMmyJibl M3 CBETO3ALLUTHOIO
CTeK/Ia TEMHO-KOPHYHEROTO [(BETA KJIAcca
I. B BepxHeil yacTH ammyJibl HaHECEHbI
KOJIBLIO M TOYKa 1S pasioMa. Ha amnyiy
HaKJIEUBAIOT STHKETKY.

ITo 10 amMmyn BMeCTE C JHCTKOM-
priagsimeM B [1BX/anromuHMeBbIi
onucrep. [lo 1 06nucrepy B Mauky

KapTOHHYIO; 044 cmayuonapog: no 2, 3,5
GIUCTEPOB B NAYKy KAPTOHHYIO.

* Tests are not performed during the stability investigation. / * MicrieiTan#s He NPOBOASAT B XO/Ie HCCIICOBAHHUA

CcTaOUNBHOCTH.

** Release quality control of the perfomance is carried out for every 15th batch. / ** [Ipu Beinycke npernapara

KOHTPOJIb Ka4eCTBa MO MOKA3aTeIII0 POBOAUTCS IS KaXKaoH 15-ok cepyu.

API name / Haumenopauue A®C: Ketorolac Trometamol / Ketoposaka TpoMeTaMo
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeuanne: IpoxyxT coorsercTByeT Tpebosanuam HJL 3akmwuenune: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[ToaroToeneHo: 4 Mposepeno: Pardeep  ||[Tposepeno (AOK): person / Opobpeno: Obecneyenre
Pravesh Rana 7 / Kumar Amit Kumar A KauecTsa/OTBETCTBEHHOE IULIO!
3 N~ :
{ -~ -
Date / Date / Date / Date / -
|/Tara: 05.09.2025 Tara: 05.09.2025 Tara: 05.09.2025 Tara: e et ]
Registered Office: 8-2-337, Road Ho. 3, Banjara Hlls, Ayderabad - Bo0uaa, Jelanigand, rmnar

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

CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIM3A

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

vill. ithol, Malagarh Road, Baddi,
Uistt. Sciain, H.P., 173 205, iNDIA
©01 G166 56001-02
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www.direddys.com

"Product : /

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

 Hpoaykr: Keropon" (keToponak) pacTBop JUisd BHYTPHBEHHOr0 ¥ BHYTPUMBILIEHHOIO BBE/ICHUS, 30 mr/mn
Batch No / . V250711 Batch Quantity / . 454545 ampules /
Cepis Ne ) O6bem cepun " 454545 amnyin
Analytical Repourt No/ . 890001833540 Date of Analysis / . 05.09.2025
AHanHTHYeCKHI oTueT Ne Jara ananun3a
Date of Manufacture / . 08/2025 Date of Expiry / . 07/2027
JlaTa npou3BoacTBa Topen no
Mfg. License No. /
Iponssoncraennan : MNB/05/263 i e : JI1-Ne(008888)-(PT™-RU)
auneH3usa Ne Homep PY

Analysis performed according ND / Ananns nposenen no HJL: JITT-Ne(008888)-(PI'-RU)-170225 -
Page 6 of 7/ Crp. 6u3 7

INN/MHH: Ketorolac / Ketoponak
API manufacturer batch number / YKTMO250525
Homep cepun npunssoaniean ADC:
FP Manufacturer API Batch number /

FESA00322

Homep cepun cyGCcTaHIIHH MPOH3BOAHTENR
rio:

Symed Labs Limited, India /
Caiimen Jladc Jlumurten, Unaus

API Manufactured by & country /
Mpousponurtens APC, crpana:

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) /
JI-p Pennu’c JlaGoparopuc Jlta., UHaus, [Tpou3BOACTBEHHOE MOAPA3ACIICHHE-6,
Bun. Kxons, Hanarapx Poya, Bagnu, Juctpukt Conan, X.I1., 173205, Unausa
(muuensusn Ne No MNB/05/263)

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

HaumeHoBaHMe, agpec, IMLEH3US IS
IIpoussoacTBeHHas naowaaka / Ilnowanka
KOHTpo.1a KayecTBa / [Tnowaaka Beinycka

DNeclaration 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». /

3akoueHne 0 cooTBeTCTBHU: «HacToAIUM 5 TOATBEPK A0, YTO NMPHUBEACHHas BRIl HHGOPMAUKs ABJIAETCA XOCTOBEPHOH H
TOYHOI. DTa cepus NMPOXYKIHMH NpOHM3BeNeHa (BKM04as yNakoBKy (MapKUpPOBKY) M KOHTPOJIb KayecTsa) Ha BhIILEYKa3aHHOH
IPOM3BOCTBEHHOI TUIOAKe (IUIOMAKaX) B HOJHOM COOTBETCTBHMM ¢ TpeGoBanuamH IlpaBun Hajexaleli npoH3BONCTBEHHOM
npakTHKK EBpa3suiickoro 3KOHOMHYECKOrO COI03a M TpeOOBaHMUSMM KOHTPOIS KayecTBa JIEKAPCTBEHHBIX CPEACTB, a TAkkKe B

Conclusion : APPROVED /

Remarks : The Product confirms to ND/

[Ipumeuanne: ITpoayKT cOOTBETCTBYET TpeOoBaHUAM HJ

3akaouyenue: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[ToAroTOBIEHO: [Mposepeno: Pardeep IMposepeno (AOK): person / Onobpeno: ObecneyeHue
Pravesh Rana Kumar Amit Kumar i kadecrsa/OTBETCTREHHOE .m-u;g_:,
C‘—J/: N Q V
i /¢
Date / Date / Date / Date /
Y
Jara: 05.09.2025 Hara: 05.09.2025 Jara: 05.09.2025 Hara: Ug"oc) 7

Regisiered Qjiice: 5-2-257, noad No. 3, Banjdara mills, AyoelaDad

UL T2 el ld, hilia

Tel: +91 4C 4900 2900, Fax: +91 40 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 Te!: =21 98166 56001-02
CEPTUDOUKAT AHAJIM3A  www.drceddys.com
Product : / Ketorol” (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml N
Ipoaykr: Kertopon® (keTopoJiak) pacTBOp A/l BHYTPHBEHHOIO M BHYTPHMbIIIEYHOTO BBEICHUS, 30 Mr/Mn
Batch No / . V250711 Batch Quantity / . 454545 ampules /
Cepusi Ne ) O6bem cepHH " 454545 amnyn
Analytical Report No/~- - . 890001833540 Date of Analysis / . 05.09.2025
AHaJNTHYECKHH oTyeT No JlaTa aHAJIH3a
Date of Manufacture / . 08/2025 Date of Explry / . 07/2027
JlaTa npou3BoacTBa T'open po
Mfg. License No. /
TponseoncTBennan : MNB/05/263 MA number: / : JIT1-Ne(008888)-(PI™-RU)
Junenzus Ne Homep PY
|Analysis performed according ND / Ananus nposeaen no HJI: JITT-Ne(008888)~(PI'-RU)-170225
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COOTBETCTBHU CO CHELMM(HKALUAMH, CONEPKAILUMHUCA B PErHCTPALIAOHHOM [I0ChE CTPaHbI-HMIIOpTEPa. 3aMUCH TI0 MTPOU3BOACTRY,
yNakoBKe M aHalM3y MPOBEPEHBI, M YCTAHOBIEHO WX COOTBETCTBHE TpebGoBaHMAM llpaBun Hawiexailed MPOU3BOACTBEHHOM

MpaKTHKH EBpa3V[ﬁCKOFO 3KOHOMHMYECCKOTIO COro3an.

Remarks : The Product confirms to ND/

[Ipumeuanue: [IpoaykT cooTBeTcTBYeT TpeboBanuaM HJI

Conclusion : APPROVED /
3akmiouenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[oaroToBNIeHO: [Tposepeno: Pardeep  |[TIposepero (AOK): person / Onobpeno: Obecneuenne
Pravesh Rana ‘/ Kumar Amit Kumar N kayecTpa/OTBETCTECHHOE JHILQ:

) /
Date / Date / | Date / Date / OS—'-’?Q)" g~
Jlata: 05.09.2025 Hara: 05.09.2025 Iara: 05.09.2025 Jara:
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