@ Dr. Reddy's Laboratories Ltd.
? ® Formulation Unit-6
Dr. Reddy S Q_. vill. Khol, Nalagarh Road, Badd;,
Distt. Soian, H.P., 173 205, iNDIA

CERTIFICATE OF ANALYSIS ~ To!:+219C166 5600102
CEPTU®UKAT AHAJIN3A WL drreddys.com

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

IIpoaykT: Keropon™ (keToposiak) pacTBop [Ulsl BHYTPUBEHHOIO 1 BHYTPHMBIIIEYHOTO BBEACHHS, 30 Mr/mi
Batch No / : V250362 Batch Quantity / 1 454545 ampules /
Cepus Ne O0bem cepun 454545 amnyn
Analytical Report No / : 890001811329 Date of Analysis/ : 31.05.2025
AnasuTHYecKHii oTyer Ne JlaTa apanu3za

Date of Mapufacture / : 05/2025 Date of Expiry / : 04/2027

JaTta npoM3BOACTBA T'oaen no

Analysis performed according ND / Ananu3 nposegen mo HJI: JIT1-001365-230124

Pagel of 5/Crp. 1 u3 5

No

No Test / TlokasaTesb Results / PesyabTaThl Specification / Hopma

1 Description / Onucanue Clear  colorless  solution. / | Clear colorless to slightly yellow
[ [Tpo3pauHslii GecLBETHBII pacTBOP. color solution. / Tlpo3paunblif
PacTBOp OT OECLBETHOTO [0 CBETIO-
JKEJITOTO 1IBeTA.

2 Identification / The retention times of the main
MoanuHKHOCTL peaks in the chromatogram of test
HPLC / BOXKX ' . §olution should correspond to those
Complies as prescribed/ in the chromatogram of standard
solution (Assay section) / Bpemena
yIEPKUBAHUS OCHOBHBIX NHKOB Ha
Xpomarorpamme UCTIBITYEMOT0
pacTEopa JOJDKHEl COOTBETCTBOBATS
BpEMEHAM YASP)KMBAHUS OCHOBHBIX
[TMKOB Ha XpoMarorpamme
cTanjapTHOro pacteopa (pasaen
«KoJMYEeCTBEHHOE OTpeIeTeHUE)

COOTBETCTBYET

UV- spectrophotometry / Complies as prescribed/ 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-
CIEKTPBI MOTJIOLIEHUS
HCIIEITYEMOTO PacTBOpa U pacTBOpa
cTaHjapTHOro ofpasiia KeToponaka
TpoMeTamuHa B obnacty oT 200 mo
400 HM JOJDKHBl HMETh MaKCHMYMBI
nornomenns npu 322+3 um.

Y O-criekTpopoTOMETPHA CoOTBETCTBYET

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Mpumeuanue: IMpoaykt cooTBeTcTBYET TpeboBanuam HJI 3akarwuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorornexno: Ramakan % ITporepeHo: Pardeep Kumar Onobpeno: Menemxep / PykoBomuTesb

! Amit Kumar :
L P o e /\

Y

Reprint Date / Reprint Date / Reprint Date /
JHara: 31.05.2025 Hata: 31.05.2025 Hata: 31.05.2025

Registared Office: 8-7-327. Road No. 3, Baniara Hills, Hyderabad - 500034, Tatangana, india
Tel: +91 40 4900 2900, Fax: 491 40 4800 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

vill. Khol, Nalagarh Road, Baddi,
Distt. Soian, H.P., 173 205, iNDIA
+C1 92166 56001-02

CERTIFICATE OF ANALYSIS T¢': .
CEPTI/I(I)I/II(AT AHAJTUBA WWW.O rreduys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoaykr: Ketopon" (keToponak) pacTeop ANl BHYTPHBEHHOIO U BHYTPHMbILIEYHOTO BBeAeHUs, 30 mr/mit
Batch No / : V250362 Batch Quantity / : 454545 ampules /
Cepns Ne Obbem cepau 454545 amnyn
Analytical Report No / : 890001811329 Date of Analysis / : 31.05.2025
AHasuTHYecKHil oTueT Ne Jlara ananmnza
Date of Manufacture / : 05/2025 Date of Expiry / : 04/2027
Jara npon3BoacTea T'ogen no

Analysis performed according ND / Ananus npoeegen no HJI: JI1-001365-230124

Page2 of 5/Crp. 2m3 5

No
Ne

Test / [loka3zaTenb

Results / PesyabTaTsl

Specification / Hopma

3 Clarity / Ilpo3pauHocThb

Complies / CooTBETCTBYET

The opalescence of the sample
should not exceed opalescence of
reference suspension L. /
OnayiecueHUUs NpenapaTa He
JIOJDKHA PEBHIIIATE ONaJIECLISHIUMIO
3TanoHa cpaBHeHHA 1.

BuauMple 4acTHIIBI

4 Color / LIBeTHOCTDL 0.05 Absorbance should be not more
than 0.20 at 430 nm. /
[TornoLieHue JOMXKHO ObITh HE
6osee 0,20 npu JUTMHE BOJHBI
430 HM.

5 pH 7.4 From 6.9 t0 7.9./01 6,9 no 7.9.

6 Particulate matter / MexaHH4ecKHe BKIYEHHS

6A Visible particles / Complies / CooTBETCTBYET Should correspond to requirements.

/
B cooTBeTCTBUH C TpeOGOBaHMAMM.

6B Invisible particles /
HeBunuMele 4aCTHLBL:

i. Particles > 10 pm / 10 not more than 6000 per ampoule /
YacTu1, pasMepoM > He 6onee 6000 Ha aMmnyy;
10 MxM

ii. particles>25 pm/ 00 not more than 600 per ampoule /
YaCTHUL, pa3MEPOM > He 6onee 600 Ha ammyny.
25 MKM

7 Related substances / PoicTReHHKIE IpAMecH

Remarks : The Product confirms to ND/
[Tpumeuanue: poaykr coorBeTcTBYET TpeboBaHusaM HJI

Conclusion : APPROVED /
Zaxmouenue: OJJOBPEHO

Jara: 31.05.2025

Hara: 31.05.2025

Prepared by / Checked by / Approved by: Manager/Executive /
IToarororneno: Ramakant ITposepeno: Pardeep Kumar Ono6peHo: Menemxkep / PykoBoauTeNb
|& \ QT { Amit Kumar . y
| J, Al /\ " i 7
Reprint Date / ) Reprint Date / Reprint Date/

Jarta: 31.05.2025

Regisiered 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: LR5195AP1984PLCOVA507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lta,
Fermulation Unit-6

vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, iNDIA
Tel ; +21 92166 56001-07
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CEPTUOUKAT AHAJIM3IA

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

IpoaykT: Ketopon® (keTtoponak) pacTBOp Ajlsl BHYTPUBEHHOrO M BHYTPUMBILICYHOIO BBeieH S, 30 mr/ma
Batch No / : V250362 Batch Quantity / : 454545 ampules /
Cepus Ne O0bem cepau 454545 amnyn
Analytical Report No / : 890001811329 Date of Analysis/ : 31.05.2025
AnaJuTHYecKuii oTueT No JlaTra ananuza

Date of Manufacture / : 05/2025 Date of Expiry / : 04/2027

JaTa npou3BoACTBA T'ogen no

Analysis performed according ND / Ananus nposened no HJL: JIT1-001365-230124

Page3of 5/Crp.3m35

i.:) Test / TlokazaTeJb Results / PesyabTaTsl Specification / Hopma
Impurity A / [IpuMecs A 0.09% not more than 0.20 % / He Gosnee
0,20 %;
Impurity B / [Tpamecs B Below LOD (LOD =0.014 %) / not more than 0.50 % / He Gosnee
Hwxe npenena o6HapyxeHnus (I10 = 0,50 %:
0.014 %)
Impurity C / Ipumecs C Below LOD (LOD = 0.010 %) / not more than 0.50 % / we Gonee
Huxe nmpenena obnapyxenus (I10 = 0.50 %:
0.010%) T
Impurity D / [Tpumecs D Below LOD (LOD =0.014 %) / not more than 0.20 % / He Goiee
Hwmxe npenena ooHapyxenus (I10 = 0.20 %.
0.014 %) ’
Individual unidentified Not more than 0.20 % / He 6onee
impurity / EquHH4YHas . 0,20 %.
HenAeHTUHULIHPOBaHHAS 0.06%
HpHMeECh
Total impurities / Cymma 0.2% Not more than 1.50 % / He 6Gonee
npumecei 1,50 %.
8 Extractable volume / 10.2 ml/ 10.2 mn Not less than 10.0 ml (collectively
H3pnekaemblii 00bem measured volume of 10 ampoules) /
He menee 10,0 M (o6bemM,
W3MEpEHHBIH Ha OCHOBaHUHU
00BeIMHEHHOTO cofepixumMoro 10
aMITyJ)

Remarks : The Product confirms to ND/
ITpumeuanue: [TpoaykT cooTBeTcTBYyeT Tpeboanuam HJ|

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
INoarororneHo: Ramakant T [posepeHo: Pardeep Kumar OnobpeHo: Menemwxkep / PykoBoauTenb
ol Amit Kumar N i
/s (\\,L—/,T B \ —
Reprint Date / Reprint Date / Reprint Date /

JlaTa: 31.05.2025

Jara: 31.05.2025

Hara: 31.05.2025

Registered Office: §-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Tzlangana, India
Tel: +91 40 4900 2900, Fax: 491 4C 4900 299y, tmail: mallivdireddys.com

CiN: L85195AP1984PLCT04507

www.drreddys.com
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Dr. Reddy's Laboratories Lid.

Fermulation Unit-6

Vvill. Khol, Malagarh Road, Baddi,

Distt. Solan, H.P., 173 205, iNDIA
CERTIFICATE OF ANALYSIS ~ Te!:+51 98166 56001-02
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CEPTUOUKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon" (keTopoiak) pacTBOp A BHYTPUBEHHOLO W BHYTPUMBILIEYHOrO BBE/ICHHA, 30 mr/mn
Batch No / : V250362 Batch Quantity / : 454545 ampules /
Cepun Ne O6beM cepHH 454545 amiyn
Analytical Report No / : 890001811329 Date of Analysis/ : 31.05.2025
AHasiuTHveckuii oTyer Ne JaTa anaausa
Date of Manufacture / : 05/2025 Date of Expiry / : 04/2027
JaTta npon3sojacTea TI'ogen g0
Analysis performed according ND / Auaau3s nposeaen mo HJI: JI[1-001365-230124

Page4 of 5/Crp. 4u3 5

amber glass ampoules (USP). 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 blisters in a carton pack /

Ilo 1 wMI B aMOylsl u3
CBETO3AIMTHOTO CTEKJIAa TEeMHO-
kopuyHeporo kiacca I (USP). B

iﬂo Test / Iloka3aTenb Results / PesyabTarhl Specification / Hopma
9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of
BakTepunanabHbie /<=0.725 ED/mr Ketorolac Trometamol. / He 6onee
IHAOTOKCHHBI 5,8 ED/Mr KeTopoJnaka
TpoMeTaMMHa.
10 Sterility (every 15th batch) / NA Must be sterile. / JomkeH ObITBH
CTepubHOCTD (IS KAXKAO0H CTEPHIIbHBIM.
15-oii cepun)
11 Assay / KosinyecTBeHHOE 30.52 mg/30.52 mr From 27.0 mg to 33.0 mg of
onpejejieHHe C19H24N20¢ (Ketorolac
Trometamol) per 1 mL / Ot 27,0 mr
10 33,0 mr C19H24N>Og (keTOpONnaka
TpomeTamoun) B 1 ML
12 Alcohol content / ITaHon 12.02 % From 10.60 % (v/v) to 13,10 %
)./
Or 10,60 % (06/06) no 13,10 %
(00/00).
13 Packaging / YnakoBka 1 mL in class I light-shielding dark | 1 mL in class I (USP) 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 /
[lo 1 w™Ma B aMmnynnl H3
CBETO3aIUMTHOTO CTEKIa TEMHO-

Remarks : The Product confirms to ND/
Ipumeuanue: [IpoaykT coorBeTcTBYeT TpedoBanusm HJL

Conclusion : APPROVED /
3axawuenne: OJOBPEHO

Prepared by /
IMoarorosneso: Ramakant

Checked by /
[Tpoepeno: Pardeep Kumar

=f—

Approved by: Manager/Executive /
Ono6peHo: Menemkep / PykoBoauresb
Amit Kumar L

a'(\\' o

]

Reprint Date /
Jara: 31.05.2025

A

Reprint Date /
Jara: 31.05.2025

Reprint Date / '
Jara: 31.05.2025

Registered Office: 8-2-337,

Road No. 3, Banjara Hiiis, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com

CIN: LB5195AP1934PLLCOU4507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarb Road, Baddi,
Distt. Soian, H.P.,, 173 205, iNDIA
Tel : +91 98166 56001-02
www.drreddys.com

AnasiaTuyeckuii oryer Ne

CEPTHO®HUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykT: Ketopon™ (keToposiak) pacTsop JUlsi BHYTPHECHHOTO H BHYTPHMBILIEYHOTO BBeieHHs, 30 mr/ma
Batch No / : V250362 Batch Quantity / : 454545 ampules /
Cepus Ne O6bem cepun 454545 amnyn
Analytical Report No / : 890001811329 Date of Analysis/ : 31.05.2025

Jara anausa

Date of Manufacture /
JlaTa NpoH3BOACTBA

: 05/2025

Date of Expiry / : 04/2027
TI'onen oo

Analysis performed according ND / Anasins nposejes o HJL: JIT1-001365-230124

Page5of 5/ Crp.S5n35

1}00 Test / Iloka3zaTesnnb Results / Pe3yabTaThl Specification / Hopma
BEpXHEW YacTH aMmmyjbl HaHeceHsl | KopuuHeBoro ugera knacca I (USP).
KOABLO M TOuka s pasnoMa. Ha | B BepxHei yacTH aMmyJibl HAHECEHSb!
aMITyJly HaKJIeWBaKOT STHKETKY. KONbIIO W TOYka Jid pasnoma. Ha
Ilo 10 amMnyn ¢ WHCTpYKUMEH MO | amiylly HaKJIEMBAIOT 3THKETKY.
MPUMEHEHHIO nomemaror | IMo 10 ammyn ¢ MHCTpyKLMEH Mo
B [IBX/anoMuHueBbI# ONUCTED. MPUMEHEHUIO B
Io 1 6nucrepy B nauky kapronnyto. | IIBX/amomunueBbilt Gnvctep. Ilo
1 6ndcTepy B Madky KapTOHHYIO;
ons  cmayuonapog: mo 2, 3, 5
6IMCTEPOB B MAYKY KAPTOHHYIO.
14 Labelling / MapkupoBKa According to ND / B cootserctBun ¢ HJI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3amuiieHHOM
Xpanenue OT CBETa MECTe NpH Temmepatype He Bbille 25 °C. He 3aMopaxuBaTh.
16 Shelf-life / Cpok rogHocTn 2 years. / 2 roga.

API name / Haumenosanue A®C:

Ketorolac Trometamol / KeToponaka TpoMeTamol

INN / MHH:

Ketorolac / Ketopomnak

API manufacturer batch number /
Homep cepun nponssoaurtens AD®C:

2KTMO0641024

FP Manufacturer API Batch number /
Homep cepnu cyGeTanuuu npoussogutens IJID:

FERA00706

API Manufactured by & country /
IIpoussoauresnr ADC, crpana:

Symed Labs Ltd., India /
Caiimen JIabc JITn., Muaus

Remarks : The Product confirms to ND/
IMpumeuanue: [ponykT cooTseTcTBYET TpeboBanusm H/T

Conclusion : APPROVED /
3axuouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
INoarotorneHo: Ramakant ITpoeepeno: Pardeep Kumar Ono6peno: Menemxep / Pykosoaurenb
' el Amit Kumar A
"’l‘}- ol — /\ =
Reprint Date / ' Reprint Date / Reprint Date / '
Jara: 31.05.2025 Hara: 31.05.2025 Hara: 31.05.2025

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




