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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 98166 56001-02
www.drreddys.com

CEPTUOUKAT AHAJIM3A

[ Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon™ (keroponak) pacTBop a/is BHYTPHBEHHOTO H BHYTPHMBILIGHHOTO BBENCHMUS, 30 MI/mMT

Batch No/ : V230702 Batch Quantity / : 272727 ampules /
Cepusn Ne O06neM cepun 272727 amnyn
Analytical Report No / : 890001690285 Date of Analysis / : 22.09.2023
AHajuTHYeCKH# 0oTYeT No Hara ananusza
Date of Manufacture / : 08/2023 Date of Expiry / : 07/2026
Jara npoussojcrea I'omen no
Analysis performed according ND / Ananus nposeaen no HJI: JITI-001365-170222

Page1 of 5/Crp.1u35

1;.00 Test / [IokasaTesn Results / Pe3yabTatsl Specification / Hopma

1 Description / Onucanue Clear pale yellow solution. / | Clear colorléss to pale yellow solution.
ITpo3pauHbrit cBeTHnO-kenThlid | / Ilpo3pauHbiii GecUBETHBIH MM
pacTBop. CBETJIO-XKENTHIN PacTBOP.

2 Identification /
IMoanununocrs

The retention times of the main
peaks in the chromatogram of test
solution correspond to those in the
chromatogram of standard solution
of ketorolac tromethamine and
naproxen (Assay section) / Bpemena
YAEPXKHUBAHUA OCHOBHBIX IHKOB Ha
XpOMaTorpaMme UCTIBITYEMOT'O
pacTBOpa COOTBETCTBYIOT BpeMEHaM
YAEPKUBAaHUSA OCHOBHBIX IHMKOB Ha
XpOMaTorpaMme CTaH/aPTHOTO
pacTBOpa KeTopoyiaka TPOMETaMUHa
u HaIpOKCeHa (pazmen
«KonuuecTBeHHOE OIpeleNeHUEe)

The retention times of the main peaks
in the chromatogram of test solution
should correspond to those in the
chromatogram of standard solution of
ketorolac tromethamine and naproxen
(Assay  section) / Bpemena
YIEP)KUBAHHA OCHOBHBIX TIMKOB Ha
XpoMaTorpaMmme HCIIBITYEMOTO
pacTBopa JO/DKHBI COOTBETCTBOBAThH
BPEMEHAM YIEPXKHUBaHUA OCHOBHBIX
[TKOB Ha XpoMaTorpamme
CTaHIAPTHOTO PacTBOpa KeTOpoJNiaka
TPOMETAMKMHA M HAlpoKceHa (pasgen
«Konm4ecTBEHHOE ONpeleIeHHEY)

3 Clarity / Ilpo3paunocTs

Complies / CooTBeTcTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuus
npenapara He JOJDKHA MPEeBbIIIATh
OMANECUEHLMIO 3TAJIOHa CPaBHEHUS I.

4 Color / IseTHOCTL 0.02 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu AnvHe BOJIHBI
430 um.

5 pH 741 From 6.9t07.9./0t1 6,9 no 7,9.

Remarks: The Product confirms to ND/
ITpumeuanue: IpoaykT cootBeTcTBYET TpeboBaHUsm HJJ

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / '
IMoprorosneno: Ramakant

fuuted

Checked by /
Iposepeno: Santosh Kumar
Maurya 3@\_‘

Approved by: Manager/Executive /

Ono6peno: Menemxep / Pykosogutess

Manoj Kumar \ ek

Reprint Date /

Mara: 16.12.2023

Reprint Date /
Jlata: 16.12.2023

Reprint Date /
Hara: 16.12.2023
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS
CEPTUDOHKAT AHAJIM3A www.drreddys.com

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

Ilpoaykr: Ketopon® (keToposak) pacTBop Juisi BHYTPHBEHHOTO ¥ BHYTPHMBILIEUHOTO BBeACHHS, 30 Mr/mMn
Batch No / : V230702 Batch Quantity / : 272727 ampules /
Cepns Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001690285 Date of Analysis / 1 22.09.2023
AHaJHTHYECKHUIT oTUeT No JlaTa ananusa

Date of Manufacture / : 08/2023 Date of Expiry / : 07/2026
JlaTa mpon3BoacTBa Tomen mo

Analysis performed according ND / Ananns nposenen mo H/I: JI1-001365-170222 |
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6 Particulate matter / MexaHH4YecKHe BKIIOUYEHUS
6A Visible particles / Complies / CoOTBETCTBYET Should correspond to requirements. /
BunumMelie vacTULbl B cooTBeTCTBHU € TpEOOBAHUAMH.
6B Invisible particles /
HeBunuMele yacTuip:
i. Particles > 10 ym/ 20 not more than 6000 per ampoule /
Yacruu pasmepom > He 6onee 6000 Ha amIyy;
10 MkM
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
YaCTHIL pa3MepoM > He 6onee 600 Ha aMITyITy.
25 MKM
7 Related substances / PoacTBeHHbIe IPUMeECH
Impurity A / I[Ipumecs A 0.15% not more than 0.20 % / He Gonee
0,20 %;
Impurity B / ITpumecs B Not Detected not more than 0.50 % / He 6onee
0,50 %;
Impurity C / ITpumecs C Below LOQ (LOQ = 0.033%) / not more than 0.50% / He 6oinee
Hwxe npejiena KoaMyecTBEHHOTO 0,50 %;
onpenenenus (IIKO = 0.033 %)
Impurity D / [Tpumecs D not more than 0.20 % / He Gonee
Below LOD (LOD =0.014 %) / 0.20 %.
Huxe mpenena obnapyxenus (I10 ’
=0.014 %)
Any unspecified impurity / Not more than 0.20 % / He 6onee
Enunnanas HengeHTHOULH- 0.05% 0,20 %.
pOBaHHas NPUMECH

Remarks: The Product confirms to ND/
Ilpumeuanue: IIponykr cooTBeTrcTBYeT TpeboBanusM HJJ

Conclusion: APPROVED /
3axawuenune: OJJOGPEHO

Prepared by /

Checked by /

Approved by: Manager/Executive /

IloaroroeneHo: Ramakant HpOBepeﬁ%éantosh Kumar | Opobpeno: Menemxep / Pykoroguresib
M me Maurya { YO Manoj Kumar M 3_“ \:(J_
\, - PYLEs
Reprint Date / Reprint Date / Reprint Date /
Jarta: 16.12.2023 Jara: 16.12.2023 Jlata: 16.12.2023

Registered Office: £-2-337, Road No 3, Banizra Hills, Hyd b
Tel +91 406 4200 2900, Fax:

240
CIN: L3H195AP1284PLCO0ISNT
wenvdrredays.com

TO0034, Tolanpans, India
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Formulation Unit-6
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CEPTUOHUKAT AHAJIN3A

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

Hpoaykr: Kertopon® (keToponiak) pacTBOp A7 BHYTPMBEHHOIO M BHYTPHMBILIEYHOTO BBEJIEHHs, 30 Mr/mn
Batch No / 1 V230702 Batch Quantity / : 272727 ampules /
Cepus Ne O0bem cepun 272727 ammyin
Analytical Report No / : 890001690285 Date of Analysis / : 22.09.2023
AHanuTH4yeckuii oTyer Ne JlaTa ananusa

Date of Manufacture / : 08/2023 Date of Expiry / : 07/2026
JlaTta npon3BojacTBa T'onen mo

Analysis performed according ND / Anamns nposenen mo HJI: JII1-001365-170222

Page3 of 5/Crp.3m35

Total impurities / Cymma 0.25% Not more than 1.50 % / He 6onee
npumeceii 1,50 %.

8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /
HUsBaexaemblii 06bem He mMenee HomuHaIsHOTO (1,0 M)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepuanbHble <=0.725 E3/mMr tromethamine. / He 6onee 5,8 E3/mr
IHAOTOKCHHBI KeTopoJiaka TPOMETaMHHa.

10 Sterility (every 15th batch) / NA Must be sterile. / JomxeH OBITH
CrepuabHOCTL (A5 KaskaCH CTEPHIIBHBIM.
15-oii cepun)
11 Assay / KosinuecTrBeHHOe 29.64 mg/ 29.64 mMr From 270mg to 33.0mg of
onpejeieHHe Ci15sH13NO3-C4H 1 NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
pice] 33,0 MI’ C15H13N03'C4H11NO3
(xeToponaka TpOMETaMuH) B 1 MIL.
12 Alcohol content / ITaHon 11.61 % From 10.60 % to 12.60 %. /
Ot 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/
IMTpumeuanue: IIpoaykr cooTBeTcTBYET TpeboBanusam HJI

Conclusion: APPROVED /
Zaximouenue: OJJOBPEHO

Prepared by /
IToarotosneHo: Ramakant

Checked by /
IIpoBepeno: Santosh Kumar

Maurya @\:

Approved by: Manager/Executive /

Onobpeno: Menemxep / Pykosoauresns

Manoj Kumar ! /
Nogeees

Kuul
Reprint Date /

Jara: 16.12.2023

Reprint Date /
Jara: 16.12.2023

Reprint Date /
Mara: 16.12.2023
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CERTIFICATE OF ANALYSIS

CEPTUO®HUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon® (keroponak) pacTBop [ BHYTPUBEHHOTO H BHYTPHMBILIEYHOTO BBEAEHHUA, 30 MI/mi1
Batch No / : V230702 Batch Quantity / : 272727 ampules /
Cepusa Ne O6nem cepuu 272727 amiiyn
Analytical Report No / : 890001690285 Date of Analysis / : 22.09.2023
AHanuTHYeCKHI oTyeT No Hdarta ananuza
Date of Manufacture / : 08/2023 Date of Expiry / : 07/2026
JlaTa npon3BojacTBa Tonen mo
Analysis performed according ND / Anannz nposegen mo HJI: JII1-001365-170222
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13 Packaging / Ynakoeka

1 mL in class I 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 ™Min B aMmmynsl u3
CBETO3ALIUTHOIO CTeKTa
kopuuHeBoro kmacca I (USP). B
BEPXHEH YacTH aMITyJibl HAaHECEHB!
KOJIBIO M TOYKa Ajs pasioma. Ha
aMITyJly HaKJICHBAIOT STHKETKY.

ITo 10 ammyn ¢ MHCTpyKLHEH ©O
NPHAMEHEHHIO NOMELIAIOT
B [IBX/amoMuHueBHIii OmucTep.

ITo 1 6bnucTepy B Ma4Ky KapTOHHYIO.

1 mL in class I light-shielding amber
or dark 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;

For in-patient facilities: 2, 3, 5 blisters
in a carton pack. /

f[lo 1 w™Mn B aMIoyjdsl U3
CBETO3aLIUTHOTO CTEKJIa KOPHYHEBOTO
WIM  TEeMHO-KOpHMYHEBOIO  IBeTa
knacca I (USP). B BepxHelt dactu
aMIynbl HaHECEHBl KOJBIO W TOYKA
IUtst pazioma. Ha aMiyny HaKkJIeHBaloT

3TUKETKY.
ITo 10 ammyn c¢ UHCTpyKuUHeH o
MPYMEHEHHIO NOMELAoT

B [IBX/anmoMAHUEBbLH OnHCTED.

ITo 1 6nucTepy B Na4Ky KapTOHHYIO;
IUis  cTauudoHapoB: mno 2, 3, 5
OJIUCTEPOR B MaUYKy KAPTOHHYIO.

Ilo 1 6nucTepy B MadKy KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootBetcTBuu ¢ H/I.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3amumensom
OT CBETa MeCTe IpH TeMIepaType He Boie 25 °C. He 3aMopaxuBaTh.

16 Shelf-life / Cpok roanoctu

3 years. / 3 ropa.

Remarks: The Product confirms to ND/
[Tpumeyanue: ITponykTt coorBeTcTBYET Tpebopanusm HJI

Conclusion: APPROVED /
3akaouenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Ramakant [Tposepeno: Santosh Kumar | Onobpeno: Menemxep / Pykosojgutesis
hy Maurya 'S& Manoj Kumar ..hwéz £ f
@\w\ ol (R
Reprint Date / Reprint Date / Reprint Date /
Jara: 16.12.2023 Jarta: 16.12.2023 Jara: 16.12.2023
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Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

IpoxyxT: Ketopon™ (keroponak) pacTBop /Ui BHYTPMBEHHOIO H BHYTPHMBIIIEYHOIO BBEAEHHU, 30 Mr/mi
Batch No / : V230702 Batch Quantity / ¢ 272727 ampules /
Cepus No O6bem cepuu 272727 amnyn
Analytical Report No / : 890001690285 Date of Analysis / : 22.09.2023
AHanuTHYecKHii oTyeT Ne JaTta ananusa
Date of Manufacture / : 08/2023 Date of Expiry / : 07/2026
Jara npousBoacTBa T'onen oo

Analysis performed according ND / Anasus nposeaen no HJI: JIIT-001365-170222
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API name / Haumenosanue ADC:

Ketorolac tromethamine / Keroposaka TpoMeTtamMun

INN / MHH: Ketorolac / Ketopomak
API manufacturer batch number / ABPHO010196
Howmep cepum npoussoautens APC:

FP Manufacturer API Batch number / FEQA00134

Howmep cepuu cy6ctannun npoussoaurensn I'JID:

API Manufactured by & country /

IIpoussoguteasr APC, crpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Penny'c Jlaboparopuc Jita., Unaus

Remarks: The Product confirms to ND/
[Ipumeuanue: IlponykT cooTBeTcTBYET TpeGoBanuam HJI

Conclusion: APPROVED /
3akawuenne: OJJOBPEHO

Prepared by /
Iloarorosneno: Ramakant

Checked by /

Approved by: Manager/Executive /

ITposepeno: Santosh Kumar | Ono6pero: Menemwxkep / Pyxoscm Telb

&A d} Maurya (f___. Manoj Kumar \‘n b
Reprint Date / Reprint Date / Reprint Date /

Hara: 16.12.2023

Jara: 16.12.2023

Jara: 16.12.2023
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