Dr.Reddy’s ‘fo.'..

CERTIFICATE OF ANALYSIS
CEPTHU®UKAT AHAJIM3A

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

Vill. Khot, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iINDIA
Tel: +01 92166 55001-02
WL U rreddys.com

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

IIpoaykr: Ketopon™ (keToponak) pacTBOp A/ BHYTPHBEHHOrO H BHYTPHUMBILLIEYHOr0 BBeaeHHs, 30 mr/mn
Batch No/ 1 V250625 Batch Quantity / : 454545 ampules /
Cepus Ne |O0bem cepun 454545 amnyn
Analytical Report No / : 890001828819 |Date of Analysis / : 19.08:2025
AHaJIHTHYECKHH oTHeT Ne JlaTa apajiH3a ]
Date of Manufacture / : 07/2025 Date of Expiry/ : 06/2027
JaTa MpoH3BOACTBA T'onen no - R

[Analysis performed according ND / Auwanu3 nposegen mo HJI: JIT1-001365-230124

Page 1 of S/C71p. 113 S

NoI

N Test / IlokxazaTreb Results / PesysbraTsl

==

Specification / Hopma

1 Description / Onucanue Clear  colorless solution. /A
[Ipo3paubiii GecuseTHbINH pacTBOp.

Clear colorless to slightly yellow color
solution. / [lpo3pauHsléi pacTBOop OT
0eclBETHOTO [0  CBETJO-XKENTOrO
LBETA.

2 Identification /
IMoagmuHOCTHL

HPLC / BOXX

| Complies as prescribed/

||
CooTBeTCTRYET

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) /  BpemeHa
YAEpXUBAHWS OCHOBHBIX IMKOB Ha
XpoMaTorpamMme UCTIBITYEMOTO
pacTBOpa [JOJDKHBI COOTBETCTBOBATh
BpEMEHAM YIEPKUBAHUS OCHOBHBIX
NIHKOB Ha XPOMATOT paMMe
CTaHAapTHOro  pacTBOopa  (pasjen
«KonuuecTBeHHoe onpeaeieHUe»)

UV- spectrophotometry / Complies as prescribed/

Y®-ciektpodoTOMETpHS CootBeTCTBYET

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. / YO-criekTpbl
MOTJIOMIEHUS MCMBITYEMOr0 pacTBOpa
H pacTBopa CTaHgapTHoro oobpasua
KETOpoJIaka TpoMeTaMHHa B o0yacTu
or 200 mo 400 HM NOMKHBI HUMETH
MaKCHUM YMBI NIOT JIOLIEHU ST npH
32242 Hwm.

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
ITpumeuanne: TlpoaykT cooTreTcTBYET TpeboBanuam HJT 3akmouenue: OJJOBPEHO

p

A

Prepared by / Checked by / Approved by: Manager/Executive/
IToarotosn eno: Nisha Kumari | Ilpoeepeno: Pravesh Rana Onobpeno: Menemxep / Pykosomutenb
Pavan Kumar Sharma

d{w_jﬂ —

Reprint Date / Reprint Date / Reprint Date /
Hata: 23.08.2025 Jarta: 23.08.2025 Jara: 23.08.2025

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

CiN: L85185AP1984PLC0O04507
www.drreddys.com
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? Fermulation Unit-6

DI'.Reddy S '.‘. Vill. Khol, Nalagarh Road, Baddi,
Distt. Soiain, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tl =91 92166 56001-072
CEPTUDOUKAT AHAJIM3A wwvy.drieddys.com

' Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular in jections, 30 mg/ml a
IIpoaykT: Keropon™ (keTopoiax) pacTBOp ANs BHYTPHBEHHOIO W BHYT ~pHMblLEUHOTO BBeAeHHs, 30 mr/mn
Batch No/ : V250625 ]Batch Quantity / : 454545 ampules /

|Cepus Ne O6bem cepan 454545 amny.a
Analytical Report No/ : 890001828819 Date of Analysis / : 19.08.2025
AnaJsinTudyeckuii oryeT Ne JlaTa anaJu3sa

Date of Manufacture / : 07/2025 Date of Expiry / : 06/2027

ara npou3BoacTBa I'ogen 1o

_A_‘PalysiS performed accorgEl_g__ ND / Awhngoaeneﬂ no HJI: HH-0013§§-230124

Page 2 of 5/C1p. 213 5

i‘: Test / IlokazaTenb Results / Pe3yabTaTsl Specification / Hopma
3 Clarity / llpo3pauHocTb . Complies / CooTBeTcTByeT The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuus
nperiapaTta He A0JDKHa NpeBbILIAThL
ONanecueHUnIo 3TajoHa cpaBHeHus L
4 Color / IIBeTHOCTEL 0.04 | Absorbance should be not more than
0.20 at 430 nm. /
[Tornouenne nomkHO OLITH He Gosee
| 0,20 npu anvHe BosiHbI 430 HM.
|' 5 pH 72 From 6.9 to 7.9./ Ot 6,9 10 7,9.
6 Particulate matter / Mexanuueckue BK/JIOHEHHs - -
6A Visible particles/ | Complies / CooTBeTcTByeT Should correspond to requirements. /
Buaumble yacTiusl B cooTtBeTCcTBUM C TpebOBaHUAMMU.
6B Invisible particles /
Hesupumble yacTumpL:
i. Particles > 10 pm/ 46 not more than 6000 per ampoule /
YacTun, pasmMepom > He 6onee 6000 Ha amnyny;
10 Mkm
ii. particles> 25 um/ 1 not more than 600 per ampoule /
YaCTULl pa3MEPOM = He 6onee 600 na ammyny.
25 MKM
il
7 | Related substances / PoxcTeennble npuMecH
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
ITpumeuanne: [Iponykt coorsercTByeT Tpeboparusm HJI 3akawuenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Nisha Kumari | IIposepeno: Pravesh Rana Onobpeno: Menemxep / PykopomHTeNb
W Z’ Pavan Kumar Sharma .~ .
Reprint Date / Reprint Date / Reprint Date /
Hara: 23.08.2025 Jata: 23.08.2025 Jara: 23.08.2025

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



DrReddy’s @S¢

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A

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

Vill. Khol, Malagarh Road, Baddi,
Distt. Soian, H.P., 173 205, iNDIA
Tl 1 +91 92166 56001-02
wyyav.a rreddys.com

|laTa npon3BoACTBA

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

IlpoayxT: KeTopon““ (xeToponak) pacTBOp ISl BHYTPHBEHHOIO ¥ BHYTPUMBILIEYHOTO BBEICHHS, 30 mr/mn
Batch No/ 1250625 Batch Quantity/ : 454545 ampules/ '
Cepua Ne O6bem cepi 454545 amnyn
Analytical Report No/ : 890001828819 Date of Analysis/ : 19:08.2025
AHAJIHTHYECKHA oTYyeT N2 Jdata anajmza

Date of Manufacture / : 07/2025 Date of Expiry / : 06/2027

T'ogen no

jAnalysis performed according ND / Anaaus nposeaen mo HJI: JIIT-001365-230124

Page3of 5/Ctp.3u3 S

|
| 1;: Test / Iloka3aTens Results / PesysabTaThl ] Specification / Hopma
y |
Impurity A / ITpuMecs A 0.09% | not more than 0.20% / He 6oaee
| 0,20 %;
1 [}
Impurity B /TIpumecs B Below LOD (LOD =0.014 %) / not more than 0.50% / He 6onee
_ | 0,50%;
Hiuxe npenena obHapyxeHua ([10=
0.014 %)
Impurity C/ Ilpumecs C Below LOD (LOD =0.010 %) / not more than 0.50% / He 6omee
Hike npeaena obnapyxenns (IO 0,50 %;
=0.010 %)
Impurity D/ T D N 20 9
mpurity pUMech N oot 1126 o puenn not zr1ore than 0.20 % / He Gonee
0,20%.
= — A— — -
?ndlwfiual unidentified Below LOQ (LOQ = 0.05%) / Hipke Not omore than 0.20 % / He 6ousee
impurity / Enunnunas 0,20%.
e e npeesa KoJHYECTBEHHOTO
| ompeznenenns (ITKO =0.05%)
| NpHUMeECh
Total impurities / Cymma 01% Not more than 1.50 % / He 6onee
npumecei 1,50 %.
B Extractable volume / 10.4 ml/ 10.4 mn Not less than 10.0 ml (collectively
H3Bnexaemblit 00beM measured volume of 10 ampoules)/
He menee 10,0 v (06bem,
M3MEepeHHbIH Ha OCHOBAaHUU
00beAMHEeHHOTO comepxumoro 10
amIry)

Remarks: The Product confirms to ND/
Ilpumeuanue: Ilpoaykr cooTBeTcTByeT TpeboBanusm HJI

Conclusion: APPROVED /
3axmwouenne: OJTOBPEHO

Prepared by /
IToarorosneno: Nisha Kumari

=

Checked by/

[Tpoeepeno: Pravesh Rana

4

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykopoaurenb
Pavan Kumar Sharma

Reprint Date /
Jara: 23.08.2025

Reprint Date /

Hata: 23.08.2025

Reprint Date /
Ilata: 23.08.2025

Regstered Office: 8-2-35:’, Road Wo. 3, Banara Hills, Hyderabad- 500034, Te langana, India
Tel +91 40 4900 2900, Fax: +91 40 4500 2599, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s Q‘.'.’.

CERTIFICATE OF ANALYSIS
CEPTUDPHNKAT AHAJIM3A

Dr. R.eddy's Laboratories Ltd
Fermulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Soian, H.P., 173 205, iNDIA
T2l 8198166 56001-02

WL arreddys.com

Proauct: /

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

ITpoaykr: KeTopon™ (xeToposiak) pacTBOp st BHYTPUBEHHOI'O H BHYTPHMbILIEYHOro BBeacHus, 30 mr/mMn
Batch No/ : V250625 Batch Quantity/ : 454545 ampules /
Cepus Ne Obbem cepHm 454545 amnyn i

Analytical Report No/
AHanuTHYecKHi oTueT Ne

: 890001828819

Date of Analysis /
JlaTa anaym3a

: 19.08.2025

Date of Manufacture/
Jata npou3BoAcTBA

s 0772023

T'onen go

Date of Expiry/

: 06/2027

Analysis performed according ND / Ananu3 nposegen mo HJI: JII1-001365-230124

Page 4 of S/Ctp. 413 5

1;.‘: Test / I[Toka3arens Results/ PesynbraThl Specification / Hopma
9 | Bacterial endotoxins / <=0.725 EU/mg Not more than 58 EU/mg of |
BaktrepnanbHble | [<= 0725 E3/mr | Ketorolac Trometamol. / He 6onee
| IHAOTOKCHHBI | 5,8 EQ/Mr ketoponaka TpoMe TaMHHa.
10 '. Sterility (every 15th batch) / _Complies / CootseTcTBYyET | Must be sterile. / JomkeH ObITh
CTepuIIbHOCTDL (ISl KAXKAON CTEPHIBHBIM.
15-0ii cepun)
11 Assay / KonnuecTBeHHOe 30.26 mg /30.26 mr From 270 mg to 330 mg of
onpe aeJieHue Ci9H2sN>Og (Ketorolac Trometamol)
per 1 mL / Or 27,0 mr o 33,0 Mr
| CioH24N>05 (keToponaka
| | TpoMeTamo.) B 1 mi.
1 |
| 12 II Alcolhwl content /Thuo s 11.90 % From 10.60 %(v/v) to 13,10 %% (v/v).
/
Or 10,60 % (06/00) no 13,10%
(06/06).
13 Packaging / YnakoBKa 1 mL in class I light-shielding dark | 1 mL in class I (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 ™Mt B amoyimsl u3
CBETO3ALIMTHOTO CTEKIa TEMHO-

kopuuHesoro knacca 1 (USP). B
BEpXHEM 4acTH ammylbl HaHEeCEeHBI
KOJILLO W TOYKa Jjsi pasnoma. Ha

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 m a
PVC/aluminum blister.

1 blister in a carton pack; for in-patient
facilities: 2, 3, 5 blisters in a carton

pack/
Ilo 1 M1 B amoynsl 3
CBETO3ALIUTHOTO  CTEKJa  TeMHO-

Kopu4HeBoro ngeta knacca I (USP). B

BeDXHeﬁ YaCcTH aMII'yJibl HaHECCHBI
= ————

Remarks: The Product confirms to ND/

ITpumeuanue: Ilponykr cootBeTcTBYET Tpebosanusam HJI

Conclusion: APPROVED /
3akmouenne: OJIOBPEHO

Prepared by / Checked by /

[Toarotoeneno: Nisha Kumari

e

[IpoBepeno: Pravesh Rana

J

Approved by: Manager/Executive/
Onobpeno: Menemxep / Pykogomntens
Pavan Kumar Sharma

Reprint Date /
Jara: 23.08.2025

Reprint Date /
Jara; 23.08.2025

Reprint Date /
Jara: 23.08.2025

Registared Office: 8-2-327,

No. 3, Banjara Hills, Hyderabad - 500034,

Tek +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CiN: L85195AP1984PLCD04507
www.drreddys.com




Dr.Reddy’s ‘_’:".

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

vVill. Khot, Nalagarb Road, Baddi,
Disit. Soian, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tl <01 83 166 56001-02

CEPTUO®UKAT AHAJIN3A WAL a'rreddys.com

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

IIpoaykT: Keropon™ (keToposax) pacTBOP Ui BHYTPUBEHHOIO ¥ BHYTPHMbULEYHOrO BBEACHHS, 30 mr/mn
Batch No/ : V250625 |Batch Quantity/ : 454545 ampules /
Cepus Ne Oo0BeM cepun 454545 amnyn
Analytical Report No/ -~ : 890001828819 Date of Analysis/ - -+-19.08.2025

AnanHTHYecKuil oTdeT Ne JlaTa ananmsa o)
Date of Manufacture/ : 07/2025 Date of Expiry / 1 06/2027
JlaTa npoM3BOACTBA I'onen go

Analysis performed according ND / Ananu3 npoBegen no ﬁ JII1-001365-230124

Page Sof 5/Crp. Su3 5

I T T

T
i.? J Test / IlokazaTenn ,! Results / PesyabTats! || Specification / Hopma
: | =
aMITyJly HakKJIEUBAIOT 3THKETKY. KONBLIO M TOYka ans pasyioma. Ha |
Mo 10 amnyn ¢ WHCTpykuued no | amnysy HakK/JenBalOT 3THKETKY.
NPUMEHEHHIO NOMELLaT Mo 10 ammyn e HHCTPYKUMEH 1o
B [1BX/antomusuesbrii bimcrep. npuMeHenno B [1BX/anioMuHueBbIi
[To 1 6mucTepy B maYky KapTOHHYIO. 6nuctep. Ilo 1 6iucrtepy B mnauky
KapTOHHYIO, O CMAYUOHAPOE: TO 2,
3, 5 6;1McTepoB B NaUKy KapTOHHYIO.
14 Labelling / MapkupoBka According to ND / B cooTBetrctBuu ¢ HJI,
15 Storage conditions / T Ina place protected from light below 25 °C. Do not freeze. / B saruineHHoM
Xpaunenue |' OT cBETa MeCTe Npu TemrepaType He Bollle 25 °C. He 3aMOpaxxHBaThb.
16 | Shelf-life / Cpok roaHocTn | 2 years. / 2 ropa.

API name / Haumenosanne ADC:

Ketorolac Trometamol / KeToponaka tpomeTaMon

INN /MHH:

Ketorolac / KeToponak

API manufacturer batch number /
Homep cepun npoussoaurenss ADC:

2K TMol20225

FP Manufacturer API Batch number /
Homep cepun cyGeTanumm npoussoautens I'JId:

FESAoo0161

API Manufactured by & country/
Epoumoau"renb A®C, cTpana:

Symed Labs Ltd., India/
Catimen JIabe JITn., Uuous

Remarks: The Product confirms to ND/
ITpumeuanue: IIponykT coorBeTcTBYeT TpeGoranusm HJJ

Conclusion: APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by/
lMoaroroenexo: Nisha Kumari | [TpoBepeno: Pravesh Rana

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoautens
Pavan Kumar Sharma ;

j 1=
Reprint Date / Reprint Date / Reprint Date /
Jara: 23.08.2025 Hara: 23.08.2025 Jlara: 23.08.2025

Registered Office: 8-2-337, Road No. 3, Benjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddyscom
CIN: LB5195AP1984PLC0O04507

www.drreddys.com




