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
Tal : +91 98166 56001-02

r. 0

CEPTH®MICAT AHAJIN3A www drreddys.com
"Product:/  Ketorol” (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml ]
HPDIIVjET: Keropon™ (keToponak) pacTBop Ansi BHYTPHBEHHOrO M BHYTPHMBLILIEYHOTO BBE/1EHHS, 30 mr/mn
Batch No/ . V250682 Batch Quantity / . 454545 ampules /
Cepusa Ne : _ O6bem cepun " 454545 amnyn .|
Analytical Repourt No/ . 890001833230 Date of Analysis / . 31°08.2025
AnanurTuyecknil oryer Ne Jlara anaiuza
Date of Manufacture/ . 08/2005 Date of Expiry / . 07/2027
Jlara mpou3BoacTBa Topen go -
Mfg. License No./
IponsBoncTBennan : MNB/05/263 i : JIT1-Ne(008888)-(P[-RU
Janenzua Ne Homep PY ( H )

. | =
| Analysis performed according ND / Auanuz nposesen no HJI: JITI-Ne(008888)-(PI"-RU)-170225

Page 1 of 7/Cr1p. 1 m3 7

Na Test / INoxasaTenn Results / PesyibTars! |r Specification / Hopma
i | Description / Onucanue Clear colorless solution. / Ilpospaunsiii | Clear colorless to slightly yellow color
GecuBeTHLIH pacTBOp. solution. / [Ipo3paummiit pacteop oOT
6ecUBETHOrO fI0 CBETIO-KENTOrO LBETA.
2 | Identification* / UnenTuduraunu™
2a | HPLCY B3XX* 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 solutton should
to the main peak in the chromatogram of | correspond to the mam peak in the
standard solution. / Bpems ymepkusauua | chromatogram of standard solution (Assay
OCHOBHOrO [MHKa Ha XpoMaTorpamme | section). [/  Bpema  ynepxusaHus
HCTLITYEMOr0 pacTBOpa COOTBETCTBYCT | OCHOBHOrO TMHKA Ha XpOMaTOrpaMMe
BPEMEHH YAEP)KMBAHWA OCHOBHOTO NHKA | MCTBITYEMOro pacrteopa JIOJKHO
HA  xpomaTorpamme CTaHAapTHOrO | COOTBETCTBOBATH BPEMEHH YACPKHBAHMSA
pactsopa. OCHOBHOrO [HKa Ha XpoMaTorpamme
CTaHapTHOrO pacteopa (paspen
«KonidecTBeHHOE ONpEneTIEHHED).
" 2b | UV-spectrophotometry*/ UV absorption spectra of the test solution | UV absorption spectra of the test solution
Vip-cnexmpodiomasempnn ¥ 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 4+ 2 nm. / V®-cnexkTpr mornomenua | maxima at 322 £ 2 nm. / V®-cekTpel
WCTIBITYEeMOrO  paCTBOpa M  pacTBOpa | NOTJIOIIEHHA MWCNBITYEMOrO pacTBOpa H
craHmapTHoro  ofpaslla  KeToponmaka | pacTsopa CTaHAAPTHOrO obpazua 2
TpomeTaMuHa B o6nacTy or 200 1o 400 umM | keToponaka TpoMeTamHHa B OONAacTH OT
HMEIOT MakCUMyMbl mornoumieduss npd | 200 po 400 HmM  [OOMKHBI  WMETh
32242 Bm. MaKCHMYMBI [IOTJIOLIEHUA NpH 322£2 HM.

Remarks : The Product confirms to ND/
ITpumeuanue: [IpopyxT cootBercTByeT Tpebosanmim HJI

Checked by/ [Qcke d by (AQA) /

onclusion : APPROVED /

==

Zakmouenune: OJOBPEHO

Prepared by/ Approved by: Quality Assurance/Authorized
[MoaroTorneHo: Ilpoeepeno: Pardeep  ||[Tpsejreno (AOK): person / Onobpeno: Obecnedenue
Rama Kant Kumar Afyish ek Chauhan kauecTBa/OTBETCTBEHHOE JIULIO:

g [ O [BF R
—— = — w —
Date/ [Date/ {Date / Date/ T /”052;16 e |
Harta: 31.08.2025 Hara: 31.08.2025 Hara: 31.08.2025 Jara:

Registered Office: 8-2-337, Road No. 3, Banfara Hiils, Hyderabad - 500034, Telangana, Indfa
Tek +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 56166 5€001-02

www.drreddys.com

Analytical Report No /

: 890001833230

Date of Anal)_/sis /
Jlara ananuza

. 454545 ampules /
" 454545 ammyn”

: 31.08.2025

CEPTHOHUKAT AHAJIM3A
Product:/ Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
HpoaykT: Ketopon™ (keToponak) pacTeop AN BHYTPUBEHHOrO M BHYTPHMbIUIEHOTO BBeeHis, 30 mr/mn
Batch No/ . V250682 Batch Quantity /
Cepusn Ne = |O6bem cepun

| AHAJIHTHYECKHH oT4eT Ne
Date of Manufacture/
JlaTta npoH3BOICTBA

: 08/2025

_Fouen 0

Date of Expiry/

: 072027

Mfg. License No./
IIponsBoacTBeHRAS
Jauen3ns Ne

: MNB/05/263

Homep PY

MA number:/

: JITT-Ne(008888)-(P[-RU)

Analysis performed according ND / Anaans nposegen no HJI: JITI-Ne(008888)~(PI” -RU)-170225

Page 2 of 7/C1p. 2 u3 7

Ne Test / [Toka3zaTe b

Results / PesyabTaThl

3 | Clarity / IIpo3payHocTh

The opalescence of the sample does not
exceed  opalescence of  reference
suspension I. / OnanecueHuus nmpemnapaTa
He NpeBbIIAET OMANeCUEHLIMIO CYCIeH3HN
cpaBHeHus L

Specification / Hopma

exceed opalescence of reference
suspension L. / OnanecueHuust npenapara
HE JOJDKHA [PEBBILIATE ONAIECHEHLIMIO
CYCTIEH3UH cpaBHeHus L

BupuMeble yacTUlibl

4 | Color/ HBeTHOCTb_ 0.04 Absorbance should be not more than 0.20 |
Abs at a wavelength of 430 nm. /
IMTor nomenue A0MKHO OuITE HE Gonee 0,20
NpH AJuHE BOJHBIL 430 HM.

5 pH 7:3 From 6.9 t0 7.9./071 6,9 no 7,9.

6 Particulate matter / Mexann4eckue BK/IIOYeHUST —— T

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

JOIKHBI OTCYTCTBOBATS.

6b | Invisible particles /
HeBuaumble 4acTHUBL
i. Particles > 10 pm/ 2 not more than 6000 per ampoule; /
YacTull pazMepoM > He Oosnee 6000 Ha ammymy;
10 MxmM
. particles > 25 pm/ 01 not more than 600 per ampoule. /
YJACTHIL pa3MepoM = He 6onee 600 Ha ammyy.
25 MxM
7 Impurities / llpumecu

|Remarks : The Product confirms to ND/

]l’lpx imesanue: [IponykT cooTBeTcTBYeT TpeboBanusam HJ

Conclusion ;: APPROVED /
3axmouenne: OIOBPEHO

I

Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/ Authorized
Floarorosnedo: ITposepet 1o: Pardeep Iposepeno (AOK); person / Opobpeno: ObecneueHue
RamaKant Kumar Abhishek Chayhan kauec TRa/OTBETCTBEHHOE JIHLLO!
@v&dg; - " T L UNL v
: = G
B:4 /— Date/ Date/ Date / g}@g,o(w,r—
Jlata: 31.08.2025 Tlata: 31.08.2025 Jlata: 31.08.2025 TTata:

Registered Office: 8-2-327, Road No. 3, Banjara Hiils, 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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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 956166 56001-02

CEPTH®UKAT AHAMH3A  www.drreddys.com

"Product:/ Ketorol” (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 1
Tpoayxr:  Keropon"' (keTOposiak) pacTBOP SIS BiHYTPHBEHHOMO M BHYTPpHMbILUEUHOro Beeaetis, 30 mr/mn
Batch No/ . V250682 Batch Quantity / . 454545 ampules /

Cepns Ne f O6nem ceprn " 454545 amnyn =
Analytical Repourt No / . 890001833230 Date of Analysis / . 31.08.2025
Anajuruyecknii oryer Ne Jara apayksa =3
Date of Manufacture / . 08/2025 Date of Expiry / . 07/2027
|/lata npon3soacTBa T'onen go

Mfg. License No. /

TponseoncTaennas : MNB/05/263 DY Spunibrers/ : JII1-Na(008888)-(PT-RU)
Junen3us Ne Homep PY

Analysis performed according ND / Anasnns nposenen no HJI: JITI-No(0088388)-(PI'-RU)-170225 ]

Page 3 of 7/Cip.3m 7

|
Ne Test/ IlokazaTesb Results / PesysabraTsl Specification / Hopma !
Impurity A / [lpumech A 0.10% not more than 0.20 %/ ve 6osee 0,20 %;
Impurity B /IIpimecs B Below LOD (LOD = 0.014 %)/ Huxe not more than 0.50 %/ e G6onee 0,50 %;
npeaena obHapyxenus (ITO = 0.014 %)
Impurity C /IIpumecs C Below LOD (LOD= 0.010 %)/ Hwxke not more than 0.50 %/ ne 6omee 0,50 %;
= npenaena oduapyxerus (I10 = 0.010 %)
Impurity D /TIpumecs D Below LOD (LOD = 0.014 %)/ Huxe not more than 0.20 %/ we 6onee 0,20 %.
| npeaesa odHapyxeHus (TIO = 0.014 %)
I | Individual unidentified = == a —= | Not more than 0.20 %/ He 6oxee 0,20 %.
: ; |
i e Below LOQ (LOQ = 0.05%) / Hixe |
HeuAEeHTHPUINPOBAHHASL
s TIpefiena KOJIWYECTBEHHOTO OnpeIe/IeHUs
([IKO =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
N3BjiexaeMblii 06bemM™ measured volume of 10 ampoules). /
He menee 10,0 mn (06beM, H3mMepeHHbIi
Ha OCHOBaHHH 00BEANHEHHOTO
copepxxumoro 10 ammy ).
9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac
BakrepuannHbie /<=0.725 E3/mr Trometamol. / He 6onee 5,8 E3/mr
3HIOTOKCHHLI KETOpONaKa TPOMETAMHUHA.

The Product confirms to ND/

Remarks :
IIpumeuanne: Ipoaykt cooreeTcTRyeT TpeboBaHUsAM H]J

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / ichecked by/ ked by (AQA)/ Approved by: Quality Assurance/Authorized
[TogroTosneno: [1posepeno: Pardeep [Tpapepero (ACK): person / Opobpeno: ObecneueHue
Rama Kant _ . M Kumar Abhishek Chauhan xayecTBa/OTBETCTBEHHOE JIMLLO:
Qﬁ»' > - | | CUNIC 1R
- | L
Date/ Date / Date / Date / 4 FO& 02—
Hara: 31.08.2025 Jara: 31.08.2025 Hara: 31.08.2025 JlaTa:

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

CIN: L85195AP1984PLC004507
www.drreddys.com



DrReddy’s €¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Soian, H.P.,, 173 205, INDIA
Tel : +91 98166 56€001-02
www.drreddys.com

! Product:/ Ketorol™ (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoayxr: Kertopon™ (keToponak) pacTBOp A8 BHYTPHBEHHONO W BHYTpHMbILEYHOTO BBeAeHus, 30 mr/mn
|Batch No/ . V250682 Batch Quantity/ _ 454545 ampules /
Cepuin Ne . O6BemM cepuin " 454545 amay.n .
Analytical Report No/ . 890001833230 Date of Analysis / . 31.08.2025
AnannTHyecKuii oryer Ne ) JlaTa aHaJH3a o
Date of Manufacture/ . 08/2025 Date of Expiry/ . 07/2027
Jata npon3BoacTBa B ___|T'ozmen no B
Mfg. License No. /
TpowsBocTBennasn : MNB/05/263 L, : JI[1-No(008888)-(P[-R U)
annensus Ne Homep PY

Analysis performed according ND / Anamu3 nposegen no HJI: JITI-Ne(008888)-(P[-RU)-170225

Page 4 of 7/ Cip. 4 m3 7

Ne Test / [TokasaTennb
10 | Sterility** / o
CrepuabHOCTL **

Results / PesybTarsl

Specification / Hopma

Must be sterile.
CTEPUNIbHBIM.

[/ JomkeH OBITh

11 | Assay / KonuuecTBeHHOE
onpejaeJieHue

30.36 mg /30.36 mr

From 27.0 mg to 33.0 mg of Ketorolac
Trometamol per 1 mL. / Ot 27,0 Mr mo
33,0 mMr keTopoJiaka TpoMeTamMona B 1 ML

|12 Ethanol content/ DTanon |

11.85 %/ 11.85%

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/
Mpumeyanmue: [Ipogykt cooTBeTCTBYET TpeGoBaHusaM HJT
Prepared by/ Checked by/

IToaroTosneno: ITpose peho: Pardeep

Rama Kant W Kumar oi//

Checked by (AQAY/
[Mpésepero (AOK):
Abliishek Chauhan

Conclusion : APPROVED /
Zaicmoueune: OJJOBPEHO

Approved by: Quality Assurance/ Authorized
person / Onobpeno: ObecnieyeHue
KauecTBa/OTBETC TBEHHOE JINLIO:

” 1€ yEig KUMML,_CI/"/

]

——

Date/

Date / Date/
Hata: 31.08.2025 Jlata: 31.08.2025

Jata: 31.08.2025

Date /
larx

U0ews |

Reistared Office: 8-2-337, Road No. 3, Ban)

Hiils, Hyderaba

TO003+, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1S84PLC004507
www.drreddys.com



DrReddy’s €¢

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

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

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

Tel : +61

58166 5€001-02

www.drreddys.com

| Product:/ Ketorol™ (Ketorolac) solution for intravenous and intramuscular in jections_30 mg/ml
| Hpoayxr: Ketopon" (keToponak) pacTBOp /Uil BHYTPUBEHHOTO M BHYTpHMbIlIEUHOro BBeaeHus, 30 Mr/mn
Batch No/ . V250682 |Batch Quantity/ _ 454545 ampules /
Cepus Ne sl 'OGbeM cepHH " 454545 amnyn |
Analytical Report No/ . 890001833230 Date of Analysis /- - - -"31.08.2025
AnanuTuyecknii oTyer Ne ) - __|/laTa ananmza Ae—a N
Date of Manufacture/ . 08/2025 Date of Expiry / . 07/2027
Jlara npoM3BoACTBA - Togen g0 )
Mfg. License No./
Iponssonctaentas : MNB/05/263 e : JIT1-Ne(008888)-(PT-RU)
mgrenzus Ne Homep PY

Test / [loxazaTenn

Ne

13 ITackaging / Onucanne

YHaKOBKH

Analysis performed according ND / Anasn3 nposeaen nmo HJI: JI[1-No(008838)-(PI'-RU)-170225
Pagc50f7/(,|p Sus7 B

Results / PesynbTaTsl

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. /

[To 1 Mn B aMImyJibl U3 CBETO3ALMTHOIO
CTeKJIa TEMHO-KOPHYHEBOTrO HBETa Klacca
I. B BepxHe#l uacTd amImyJbl HaHECEHbI
KOJIbLIO M TOUKa 1A passnoma. Ha ammyny
HAKJICHBAIOT dTHKETKY.

I[lo 10 aMmyn BMecTe C JMCTKOM-
BkmagbimeM B [IBX/amoMuHueBblit
6imuctep. Ilo 1 6muctepy B Hauky
KapTOHHYIO.

e —

Specification / Hopma

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; fov in-patient
Sfecilities: 2, 3, 5 blisters in a carton pack.
/

[To 1 M1 B amMnysibl U3 CBETO3ALINTHOTO
CTeKJa TEMHO-KOPUYHEBOTO LIBETA KJacca
I. B BepxHeit yacTu aMnynbl HAHECEHBI
KOJIbLO U TOuKa And pazyioma. Ha amnymny
HaKJIEUBAIOT STHKETKY.

[lo 10 ammyn BmecTe € JIMCTKOM-
silaapieM B [IBX/amomMyuueBblid
6micrep. [lo 1 6muctepy B mMauky

KapTOHHYIO; 0% cmayuoHapoe: no 2, 3, 5
OIMCTCPOB B LIG4KY KUDTOMIYIO.

*Tests are not performed during the stability investigation. / * McnbiTaHus He IPOBOAAT B XOA€ HCCIIEJOBaHUA

cTabHILHOCTH.

#* Release quality control of the perfomance is carried out for every 15th batch. / ** [Ipu Beinycke npernapara
KOHTpOJIb Ka4yecTBa 0 NOKa3aTeNo MPOBOAUTCS AJI1 KOXKIOH 15-0H cepuu.

\‘API name / Haumenopanue A®C:

Ketorolac Trometamol / Ketoponaka Tpomeramon

Remarks : The Product confirms to ND/

IMpumeuanme: [Tponykt cooTBeTCTBYET TpeGoBanusam HJL

Conclusion
Jakmouenne: OAOBPEHO

: APPROVED /

Prepared by / Checked by/

[Tonrotosneuo:

[Tposepeno: Pardeep

Checled by (AQA) /
[poggpeso (AOK):

RamaKant 2; l@ Kumar QL/, Abhigek Chafthan

# |
Date/ Date/ Date/ R = Date/
Jara: 31.08.2025 Hara: 31.08.2025 Hara: 31.08.2025 Hara:

Approved by: Quality Assurance/Authorized
person / Onobpeno: Obecneuenue
kKayecTBa/OTBETCTBEHHOE JINLIO:

gl UL Bunr2

(]

o

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, Email: mail@drreddys.com

CIN: L85195AP1984PLL0O04507
www.drreddys.com



Dr. Reddy's Laboratories Ltd.

Qe _ .
b/ Formulation Unit-6
Dr’Reddy S !" Vill. Khol, Nalagarh Road, Baddi,
. Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS 10 . +91 95166 56001-02
CEPTU®UKAT AHAJIU3A www.drreddys.com

| Product:/ Ketorol” (Ketorolac) solution for intravenous and intramuscular in _]CCthl’lS 5, 30 mg/ml
1poayxr: Ketopon" (keToponak) pacTBOp /il BHY TPHBEHHOI'O M BHYTPHMbILUEHHOrO BBeAeHNs, 30 mr/ma
Batch No/ . V250682 Batch Quantity/ . 454545 ampules /
Cepusi Ne : Ob6nem cepuin " 454545 amnyn —
Analytical Report No / . 890001833230 Date of Analysis / . 31.08.2025
AHanHTHYecKHii oTyeT No JlaTa anasusa
Date of Manufacture/ . 08/2025 Date of Expiry / . 07/2027
\aTta npon3BoacTBa I'onen no - ]
Mfg License No./
TpoussoacTeennasn . MNB/05/263 A prmbior:/ : JIIT-Ne(008888)-(PT-RU)
JHHEH3HA Ne 'Homep PY

Analysis performed according ND / Anaaus nposesien no HJI: JIIT-Ne(008888)-(PI-R U)-170225
: A — Page 6 of 7/ Crp. 6 u3 7
' INN/ MHH: Ketorolac / Ketoponak

API manufacturer batch number / JKTM0250525
Homep cepumn npoussoautens A®C:

FP Manufacturer API Batch number/

Homep cepuu cyGeTaHUM it TPOU3BOAUTEJIA FESA00322

I J1d: | |
API Manufactured by & country/ Symed Labs Limited, India/

Hpouspoautenr A®C, cTpana: Cau”men JIaoe JIumuren, Uuous

NZ'I‘l‘:;aac‘:d;fss’ ;‘:g/“’cr(‘)znattr'gl“sﬂ: /f‘l’{eg . | Dr Reddy’s Laboratories Lid., India, Formulation Unit-6, Vill. Khol, Nalagarh
o g Road, Baddi, Distt. Solan, H.P. 173205, India (license No No MNB/05/263) /
site/ :

J-p Pennu’c Jlaboparopuc JIta., Unaud, [Ipon3BoacTBeEHHOE MO pa3feneHune-6,

H )
Ha];r::ooB:THB“:,;HZ?:;oﬁ::::“/ﬂn)ﬁ:)ﬂ e Buin. Kxons, Hanarapx Poya, bagau, Quctpuxt Conan, X.I1., 173205, Muaus
pPOoH3BoA e (nenzus Ne No MNB/05/263)

KOHTpOJIs KavecTsa / [lnowaaka Beinycka

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». /

3ak/moyeHue 0 cooTBeTCTBUM: «HacTosAuwUM # MOATBEpXKAaAl0, YTO IpUBEICHHAs Bbllle HHGOpMALUS SBISETCS AOCTOBEPHON H
TOYHOH. DTa cepus NPOAYKLHH Npou3BeneHa (BKJIOYAs YNAKOBKY (MapKHpOBKY) M KOHTPOJb KauecTBa) Ha BbIIIEYKa3aHHOM
NpOU3BOACTREHHON IUIOMIAAKe (IIOLIANKax) B IIOJHOM COOTBETCTBUH ¢ TpeboBaHUsMH [lpaBmn Hamnexaweil mpou3BOACTBEHHON
npakTUKH EBpasuy’ckoro 3KOHOMHYECKOTO cOK3a M TpebOBaHMAMM KOHTpOJIS KadecTBa JICKAPCTBEHHBIX CPEIACTB, a TaKXKE B

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: [TpoaykT cooTBeTCTBYET TpeboBanusm HJT 3axmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Quality Assurance/Authorized
IloaroToBneHo: Iposepeno: Pardeep person / Onobperno: Obecnevenue

KadecTBa/OTBCTCTBCHHOC JIMLO:

RamaKant Kumar
@J‘\b@ <:>Lf- S ” 'jww/ml
—<an

{Date / Date / Date | Datey ?7'—@ &=X0)
I,H:n‘a: 31.08.2025 Jlata: 3L08.202. 5 JlaTa: 31.08.2025 Hara; i

Registered Office: 8-2-337, Road No. 3, Banjara Hiiis, Hyderabad - 500034, Telangana, india
Tel +9140 4900 2900, Fax: +9140 45CC 2899, 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

Te l +91 98166 56001 G2

CEPTUDPHUKAT AHAJIN3A

www.drreddys.com

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

Ipoayxr: KeTopon™ (keToposak) pacTBOp [yisi BHYTPUBEHHOIO M BHYTpUMblieuHoro peefenus, 30 mr/imn
Batch No/ . V250682 Batch Quantity / . 454545 ampules /
|Cepusn Ne ’ O6bem cepun * 454545 amnyn

| AHasiuTHYecKHii oTyeT Ne

Jlara npou3BoacrBa

Date of Manufacture /

: 08/2025

: 890001833230

Date of Analysis /
Jata apajnsa

: 31.08.2025

Date of Expiry /
T'onen ao

072027

Mfg. License No./
IIponsBoxcTBeHHast
Jnuen3ns Ne

: MNB/05/263

MA number:/
Homep PY

| |
|Analysis performed according ND / Anasm3 nposesen mo HJI: JITT-Ne(008888)-(PI"-R U)-170225

+ JITI-Ne(008888)-(PT-R U)

Page 7 of7/Ctp. 7 n3 7

COOTBETCTBHM CO cHEUHPUKALUAMH, COAEPKALMMHUCA B PECHCTPALHOHHOM 0Ch€ CTpPaHbl-MMMOpTepa. 3amucH Mo MpoM3BOMICTRY,
YIAaKOBKE M aHanu3y INpPOBEpEHbl, W YCTAHOBIEHO MX COOTBETCTBMe TpeOosavusM [lpaBun Hamiexallel MpoOH3BOACTBEHHOM
pakTHKU EBpa3niickoro 3KOHOMHYECKOro CO3ay.

Remarks : The Product confirms to ND/
Ipnmeyanne: TlpoaykT cooTBeTcTBYET TpeboBanmam HJJ

Cenclusion : APPROVED /
Jakawueme: OJOBPEHO

bl

Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized
[MoarorosneHo; [posepero: Pardeep [Ipdpepeno (AOK): person / Ogodpero: OdecneveHue
Rama Kant Kumar Abhjshek Chauhan ka1 eTBA/OQTBETC TREHHOE JINO:
@Hgﬁ [ 1 _CUNIL Kun AR
: | ]
Hf/ Date / Date / Date / i)"‘ﬁg/dﬁl-i_
Hara: 31.08.2025 Hara: 31.08.2025 Jlata: 31.08.2025 JlaTa:
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