Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

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

Vill. Khol, Nalagarh Road, Baddi,
istt. Solan, H.P., 173 205, iNDIiA
Tei: +91 98166 56001-02
www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon® (ketoposiak) pacTBop A/is BHYTPHBEHHOTO M BHYTPHMbILIEYHOrO BBeACHHUS, 30 Mr/mn
BatchNo / : V250495 Batch Quantity / : 454545 ampules /
Cepsn Ne O0nem cepan 454545 ammyn
Analytical Report No / : 890001817134 Date of Analysis/ : 25.06.2025
AnaJlMTHYecKHH oTyeT Ne JlaTa aHaJH3a

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

Jlara NpoH3BOACTBA TL'ogen xo

Analysis performed according ND / Auasnnz nposeaed no HJL: JINT-001365-230124

Page10of6/Crp.1u36

I;.OO Test / [loka3zarens Results / Pe3yabTaTthl Specification / Hopma
1 Description / Onncanue Clear, slightly yellow color solution. | Clear colorless to slightly yellow

/ ITpo3paunslii GecupeTHBIH

pacTBop.

color solution. / TIpo3paunsiii
pacTBOp OT OECLBETHOIO 10 CBETIIO-
XKEJITOTO L[BETA.

2 Identification /
IMoaauHHOCTL

HPLC/B3XX

Complies as prescribed/

CoOTBETCTBYET

The retention times of the main
peaks in the chromatogram of test
solution should correspond to those
in the chromatogram of standard
solution (Assay section) / Bpemena
YAEPXUBAHUSI OCHOBHBIX THKOB Ha
XpoMaTorpaMmme HCIIBITYEMOrO
pacTBopa JOJDKHBI COOTBETCTBOBATh
BpEeMEHaM yIep)KHBaHUs OCHOBHBIX
MTUKOB Ha Xpomarorpamme
CTaHAapTHOIO pacTBopa (paspmen
«KonuyecTBeHHOE ONpeneNieHue»)

Remarks: The Product confirms to ND/
Tpumeuanne: Iponykr coorseTcTBYET TpeboBanuaM HJI

Conclusion : APPROVED /
3akawuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Monrororneno: Yogesh - [Mporepeno: Rajeev Gandhi Onobpeno: Menemxep / PykoBoguress
Chauhan {f ] ( ; Amit Kumar v

i /7 P —

|'_ o \kK/ /\ -
Reprint Date / Reprint Date/ Reprint Date /

Hara: 25,06,2025

Hata: 25.06.2025

Hara: 25.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad -

500034, Telangana, India

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

CIN: L85185AP1984PLC0O04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

@
1/ @ @ Formulation Unit-6
Dl'. REd dy S ‘.. vill. Khol, Natagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDiA
CERTIFICATE OF ANALYSIS ol : 491 93166 56001-02
CEPTHOUKAT AHAJIU3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipolykr: Keropon™ (keToponak) pacTeop Ajisi BHYTPHBEHHOIO H BHYTPpHMbILIEYHOTO BBeAeHHS, 30 mr/mn
BatchNo / : V250495 Batch Quantity/  : 454545 ampules /
Cep#n Ne O0bem cepun 454545 ammyan
Analytical Report No / : 890001817134 Date of Analysis/ : 25.06.2025
AHaJluTHYecKHil oTyeT Ne JlaTa ananau3za
Date of Manufacture / : 05/2025 Date of Expiry / : 04/2027
Jara npoH3BoAcTBA I'ogen no
Analysis performed according ND / Auanus nposeaen mo HJI: JII1-001365-230124
Page2 of 6/Ctp.2 36
|
1}:’ Test / IlokazaTenan Results / PezynbTaTh! Specification / Hopma
UV- spectrophotometry / Complies as prescribed/ UV absorption spectra of the test
V-criekTpodoTomeTpha ot o 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. / YVO®-
CIIEKTPBI MOTJIOLIEHUS
UCTILITYEMOTO PacTBOpa U pacTBopa
cTaHmapTHoro oGpasia KeToponaka
TpomeTamuHa B obnactv ot 200 mo
400 HM IOJIXNKHBI IMETb MAKCUMYMBIL
MOTJIOLIEHHs NMPU 32242 HM.

3 Clarity / Ilpo3payHocTb Complies / CooTBeTCTBYET The opalescence of the sample
should not exceed opalescence of
reference suspension I. /
OnanecueHIys mpenapara He
JOJDKHA TIPEBBIIIATE ONAJIECLIEHLINIO
3TaloHa cpaBHeHus L.

4 Color / llBeTHOCTD 0.05 Absorbance should be not more
than 0.20 at 430 nm. /

[Tornowenue NOMKHO OBITH HE
6onee 0,20 npu ATHHE BONHBI
430 uM.
5 pH 7.3 From 6.9 t0 7.9./ 01 6,9 no 7,9.
6 Particulate matter / MexanndeckHse BKIOYECHHS
Remarks: The Product confirms to ND/ Conclusion : APPROVED /
Tpumeuanue: [ponykt coorBeTcTBYET TpeboBanuam HJI 3akmwuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
ITonrorosneHo: Yogesh . IMposepeHo: Rajeev Gandhi Ono6peno: Menemxkep / PykoBogurens
Chauhan / P2 ' Amit Kumar v
(/" 0 N
Reprint Date / Reprint Date / Reprint Date /
Hara: 25.06.2025 Hara: 25.06.2025 Jata: 25.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 4G 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



®e
Dr.Reddy’s €

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

vill. Khol, Nalagarh Road, Baddi,
Distl. Solan, H.P, 173 205, INDIA

CERTIFICATE OF ANALYSIS "'l b o)
CEPTHO®HMKAT AHAJW3A  \w drreddys.com

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

Hpoaykr: Keropon" (keToposak) pacTBop ISl BHYTPHBERHOIO ¥ BHYTPUMBILIEYHOTO BBEICHNS, 30 mr/mn
Batch No / : V250495 Batch Quantity /  : 454545 ampules /
Cep#a Ne O0bemM cepuu 454545 amnyin

AHa JInTHYecKHi oTyeT Ne

Analytical Report No / : 890001817134

Date of Analysis/ : 25.06.2025
Jara ananuza

JlaTa upoussoacTea

Date of Manufacture / : 05/2025

Date of Expiry / : 04/2027
T'onen 1o

Anallysis performed according ND / Apasus nposeger no HJI: JITT-001365-230124

Page30of 6/ Crp.3 u3 6

1;00 Test / TlokasaTesb Results / PesyabTaThl Specification / Hopma
6A Visible particles / Complies / CooTBeTCTBYET Should correspond to requirements.
Bunumbie yacTHUbI /

B cooTBETCTBHH ¢ TpeDOBaHUAMM.

6B Invisible particles /
HeBuayuMble 4aCTHLbI:

Impurity D / I[Ipumecs D

Not detected / He o6HapyxeHa

i. Particles> 10 pm/ 51 not more than 6000 per ampoule /
YacTun pasmMepom > He 6onee 6000 Ha aMmmymy;
10 MM
ii. particles > 25 pm/ 01 not more than 600 per ampoule /
YaCcTHLL Pa3MEPOM > He Gonee 600 Ha ammyny.
25 MKkM
7 Related substances / PoacTeeHHble npuMecu
Impurity A / IIpuMecs A 0.09% not more than 0.20 % / He Oonee
0,20 %;
Impurity B / I[Tpumecs B Below LOD (LOD =0.014 %) / not more than 0.50 % / He Oonee
Hiwke npenena obuapyxenus (IIO= | ¢ 50 %;
0.014 %)
Impurity C / Ilpumecs C Below LOD (LOD = 0.010 %) / not more than 0.50 % / He Goee
Hwxe npenena obHapyxenus (110 = 0.50 %:
0.010%) ’ ’

not more than 0.20 % / He ©Oonee
0,20 %.

Remarks: The Product confirms to ND/
Tiprmevanne: TTponykT coorseTcTByeT TpeboBanusam HJI

Conclusion : APPROVED /
Zakawuenne: OJOBPEHO

Hara: 25.06.2025

Hata. 25.06.2025

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroeneno: Yogesh ) IMposepeno: Rajeev Gandhi Ono6peno: Menemxep / PykoBoaurens

/ .
Chauhan /// ) ﬁ( \ Amit Kumar v

'y R /
V4 X/ r\\ -~
e Vg |

Reprint Date / b Reprint Date / Reprint Date /

Jara: 25.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +81 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.corn




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

@
Dr. Reddy’s ‘.0. Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P,, 173 205, INDIA
CERTIFICATE OF ANALYSIS  —;. o1 95166 56001.02

CEPTU®UKAT AHAJIN3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon™ (keToponak) pacTBop [Jisi BHYTPHBEHHOIO W BHYTPHMBILIEUHOTO BBEACHHS, 30 Mr/m
BatchNo / : V250495 Batch Quantity / : 454545 ampules /
Cepma Ne O6beM cepun 454545 amryin
Analytical Report No / : 890001817134 Date of Analysis/ : 25.06.2025
AnaJlnTHyecKuii oTueT Ne Hara ananusa
Date of Manufacture / : 05/2025 Date of Expiry / : 04/2027
JlaTta npou3BOACTBA T'onen xo
Analysis performed according ND / Anaau3 npoeenen no HJI: JI1-001365-230124
Paged4of 6/ Crp. 43 6
1;.:) Test / [TokazaTennb Results / PesyabTaTsl Specification / Hopma
Individual unidentified Not more than 0.20 % / He Gonee
. j g
impurity / EnuHu4nHas 0.06% 0,20 %.
HeuNeHTUDMLUPOBAHHAS
NpUMECh
Total impurities / CymMa 0.2% Not more than 1.50 % / He Gonee
npumecei 1,50 %.

8 Extractable volume / 10.0 ml1/ 10.0 mn Not less than 10.0 ml (collectively
H3zBnekaemblii 06bem measured volume of 10 ampoules) /

He menee 10,0 mn (06bem,
H3MepeHHbI Ha OCHOBaHUH
o0bearHEHHOTO copepxkumoro 10
aMITyJT)

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of
BakrtepuajibHble /<=0.725 EQ/mMr Ketorolac Trometamol. / He Gonee
3HAOTOKCHHBI 5,8 EQ/Mr KeTopoJaka

TPOMETaMHHa.

10 Sterility (every 15th batch) / NA Must be sterile. / JlomxeH ObiTh
CTepuabLHOCTD (AN KaXA0H CTEPUWILHBIM.
15-oii cepun)

11 Assay / KosinuecTBeHHOE 29.75 mg /29.75 mr From 27.0 mg to 33.0 mg of

onpegeneHHe C19H24N206 (Ketorolac
Trometamol) per 1 mL / Ot 27,0 mr
10 33,0 Mr C19H24N206 (xeTOpONaKa
TpoMeTaMon) B 1 mi.
Remarks: The Product confirms to ND/ Conclusion : APPROVED /
Tpumeyanne: TIpoaykT cooTBeTcTBYET TpeboBanuam HJL 3axnwyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[lonroToesneno: Yogesh ITpoeepeHo: Rajeev Gandhi Ono6peno: Menemkep / Pykosoautenb
Chauhan /s Amit Kumar
|4 . \
W A7 —
(% =
Reprint Date / Reprint Date / Reprint Date /
Jara: 25.06.2025 Hara: 25.06.2025 Jara: 25.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ‘,’:’.

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIiA
Tel : +91 98166 56001-02
www.drreddys.com

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

IIpoAykT: Ketopon® (xeToposiak) pacTBop il BHYTPUBEHHOTO H BHYTPUMBILIEYHOIO BBEACHM, 30 mr/ma |
BatchNo / : V250495 Batch Quantity / : 454545 ampules /
Cepsin Ne O6bem cepuH 454545 amnyn
Analytical Report No / : 890001817134 Date of Analysis/ : 25.06.2025
AnaJluTndecknii oTueT No Jara ananusa

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

JlaTA NpoH3BOACTBA TI'onen o

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

Page50of 6/ Crp. S5u3 6

[
‘ i.:) Test / [lokazaTenb Results / PesysabTaThi Specification / Hopma
12 Alcohol content / ITanon 12.08 % From 10.60 % (v/v) to 13,10 %
)./
'. Ot 10,60 % (06/06) mo 13,10 %
f (06/06).
l 13 Packaging / YnakoBka 1 mL in class I light-shielding dark | 1 mL in class (USP) light-shielding

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 /

[lo 1 w™Ma B aMoyiasl H3
CBETO3AIMTHOr0 CTEeKJIa TEMHO-
xopuyHeBoro knacca I (USP). B
BEpXHEH YacTH aMIlyJbl HAHECEHBI
KONbLIO M TOYKa A pasinoma. Ha
aMIyJly HaKJIeMBalOT ITHKETKY.

[To 10 ammyn ¢ HMHCTpyKuUMed mo
[IPUMEHEHUIO MOMELIAIOT
B [IBX/anoMuHueBsI i O1UCTED.

ITo 1 6uctepy B MauKy KapTOHHYIO.

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 Mn B aMmyabl u3
CBETO3ALUMTHOIO CTeKla TEMHO-

xopuunesoro usera kixacca I (USP).
B BepxHeH yacTu aMIly bl HAHECCHBI
KOIIBLIO M TOuka i pasnoma. Ha
aMIyny HaKJIEMBAIOT STHKETKY.

IMo 10 ammyn ¢ HHCTpYKUMEH IO
NPUMEHEHHIO B
[MBX/amomunuesbiit Onucrep. Ilo
1 Gnuctepy B TauKy KapTOHHYIO;
ons cmayuowapog: mo 2, 3, 5
OJIHMCTEPOB B MayYKy KAPTOHHYIO.

14 Labelling / MapkupoBKa

According to ND / B cootsetcteuu ¢ HJI.

Remarks: The Product confirms to ND/
Yipumeuanue: TIpoaykT cooTBeTCTBYET Tpebosanusm HJ

Conclusion : APPROVED /
3axmouenne: OJJOGPEHO

Prepared by /
IMoarorosnexo: Yogesh -
Chauhan '

Checked by /
IIposepeno: Rajeev Gandhi

Approved by: Manager/Executive /
Omo6peno: Menemxkep / Pykosoguresb
Amit Kumar

N
—
/\/

Reprint Date /
Jara: 25.06.2025

Reprint Date /
Hara: 25.06.2025

Reprint Date /
Jlara: 25.06.2025

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: L85125AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

vill. Khol, Nalagarh Road, Baddi,
Distl. Solan, H.P, 173 205, iNDIiA

CEPTHOHKAT AHAJIH3A

Tel : +91 95166 56001-02
www.drreddys.com

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

IIpoaykr: Ketopon™ (keToposak) pacTBOp [AJIS BHYTPHECHHOTO W BHYTPHMBILICYHOTO BBCACHHA, 30 mr/mn
Batch No / : V250495 Batch Quantity /  : 454545 ampules /|
Cepma Ne Oo6bem cepun 454545 amnyn
Analytical Report No / : 890001817134 Date of Analysis/ : 25.06.2025
AHaJIITHYeCKHIT oTHeT Ne JaTa ananusa

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

JlaTa nIpon3BOACTBA T'open oo

Analysis performed according ND / Anann3 nposeaen mo HJI: JI[1-001365-230124

Page 6 of 6/ CTp. 6 M3 6

1}00 Test / [lokazaTens Results / PesyabTaTbl Specification / Hopma

15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3awuuiensom
XpaHeHue OT cBeTa MecTe MpH Temreparype He Bbilie 25 °C. He samopaxuBars.

16 Shelf-life / Cpox rognocTn 2 years. / 2 rona.

API name / Haumenosanne A®C:

Ketorolac Trometamol / KeToponaka TpoMeTamMol

INN / MHH:

Ketorolac / Keroponak

API manufacturer batch number /

Homep cepun npouspoautenna APC:

2KTMO0641024

FP Manufacturer API Batch number /
Homep cepun cy6cranuuu npoussoautens I'JIdD:

FERA00706

API Manufactured by & country /
Ilpouseoautens APC, crpaHa:

Symed Labs Ltd., India /
Caiimen Jla6c JIta., Uaaus

Remarks: The Product confirms to ND/
Tlpumeuanne: [TpomykT cooTBeTcTBYET Tpebosanusam HJ

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneHo: Yogesh - IMposepeno: Rajeev Gandhi Ono6peno: Menemxep / Pykosogurensb
// ) :
Chauhan 7 - Amit Kumar
Y 7 , B
L o ‘ l/\ Kl
Reprint Date / Reprint Date / Reprint Date /

Hara: 25.06.2025

Hara: 25.06.2025

Jara: 25.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad -

500034, Telangana, India

Tel: +91 40 4900 2900, Fax; +91 4G 4900 2999, Email: mail@drreddys.com
CIN: L85185AP1984PLC0O04507

www.drreddys.com




