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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 : 491 98166 56001-02
www.drreddys.com

CEPTUDPUKAT AHAJIMU3A
Product : / Ketorol (Ketorolaagaﬁlti01l for intravenous and intramuscular injections, 30 mg/ml
Ipoayxkr: Ketopon" (keTaponak) pacTBOp Al BHYTPUBEHHOIO M BHYTPHMBILIEHHOrO BBefeHHs, 30 Mr/ma
Batch No / 1 V230372 Batch Quantity / : 272727ampules /
Cepus Ne O6bem cepun 2727277 amnyn
Analytical Report No / : 890001663411 Date of Analysis / : 15.05.2023
ApanuTH4eckuii oruer Ne JlaTa ananu3za
Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2026
Jlara npon3BoacTBa TI'omen no
Analysis performed according ND / Auanu3s nposegen nmo HJI: JII1-001365-170222

Page 1 of 4/ Crp. 1 u3 4

N . .
.N:: Test / [TokazaTenn Results / Pe3yibTaThl Specification / Hopma
1 Description / Onucanne Clear, light yellow solution. / | Clear colorless to pale yellow solution.
[Tpo3paunslii cBeTno-xkentuiii | / IIpo3pauHblii OecUBETHBIN WU
pacTBop. CBET/I0-XKENThbIH pacTBop.

2 Identification /
[MopgnunuocTh

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
yIep)KUBaHHS OCHOBHBIX ITMKOB Ha
XpoMarorpamme HCMBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHaM
yIep>KUBaHUS OCHOBHBIX ITMKOB Ha
XpoMarorpamme CT2HIapTHOTO
PacTBOpa KeTOpoJiaka TpOMeTaMHHa
u HanpOKCeHa (pasmen
«KonmaecTBeHHOE OTpeeieHUE)

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
yIEepXKUBaHWs OCHOBHBIX THKOB Ha
XpoMartorpaMme UCIILITYEMOTO
pacTBopa JOMXKHBI COOTBETCTBOBATh
BpEMeHaM YIEP)KMBaHHA OCHOBHBIX
MIMKOB Ha XpoMaTorpamme
CTAHJAPTHOrO pacTBOpa KeToponaka
TpOMETaMHHa M HallpoKceHa (pasjen
«KonuyecTBeHHOE OTNIPEAETIEHHE))

3 Clarity / Ilpo3pa4yHocTb

Complies / CooTBEeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / Quanecuenuua
npernapara He JOJKHa NPEeBbILIATh
omnanecleHMIO 3TaloHa cpaBHeHu L.

4 Color / IlpeTHOCTD 0.07 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu JIHHE BOJIHBI
430 um.

5 pH 7.40 From691t07.9./016,9 no7,9.

6 Particulate matter / MexaHu4eckHe BKJIIOYEHUSA

Remarks: The Product confirms to ND/
ITpuMmeuanue: IIpoayKT cooTBETCTBYET Tpeboranuam HJI

Conclusion: APPROVED /
Jarmouenune: OJJOBPEHO

Hara: 15.05.2023

Jara: 15.05.2023

Prepared by / ” Checked by / Approved by: Manager/Executive /
IMoxarotosieno: Ankit / ﬂ IMposepeno: Pardeep Kumar | Ono6peno: Menemiep / PykoBoaurenb

e f Amit Kumar e —
Reprint Date / Reprint Date / Reprint Date/ | ~ =

Jara : 15.05.2023
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Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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CEPTUDUKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml —|
Ilpoaykr: Ketopon® (keToposak) pacTBOp 1 BHYTPUBEHHOrO 1 BHYTPUMBbILIEYHOrO BBeAeHUs, 30 mr/mi
Batch No / 1 V230372 Batch Quantity / : 272727ampules /
Cepun Ne Ob6bem cepun 272727 amnyn
Analytical Report No / : 890001663411 Date of Analysis / : 15.05.2023
AHanuTHYeCKH oTyeT No Jlara ananusa
Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2026
Jara npon3BOACTBA T'omen no
Analysis performed according ND / Auanu3s nposened mo HJI: JII1-001365-170222

Page 2 of 4/ Crp. 2 u3 4

if: Test / ITokazaTenb Results / Pe3yabTaTthl Specification / Hopma
6A Visible particles / Complies / CooTBETCTBYET Should correspond to requirements. /
BuauMble 4acTHIb B cooTBeTCTBUHU C TpEOOBAHUSIMHU.
6B Invisible particles /
HesuayiMble 4acTHULIbI:
i. Particles > 10 pm/ 21 not more than 6000 per ampoule /
YacTul pazMepom > He 6onee 6000 Ha ammyIy;
10 MKM )
ii. particles > 25 um/ 00 not more than 600 per ampoule /
YacTHl] pa3mMepoM > He 6onee 600 Ha ammyy.
25 MKM
7 Related substances / PoagcTBeHHbIE mMpUMecH
Impurity A / Tlpumecs A 0.14% not more than 0.20% / He Gonee
. . _ [0.20%;
Impurity B / Ilpumecs B Below Lm(l,lt of Detection (LOD = not more than 0.50% / He Oonee
0.014 %) / Hwxe npeaena 0.50 %:
obunapyxenus (ITO = 0.014 %) w0
Impurity C / ITpumecs C not more than 0.50 % / He Gonee
Less than LOQ (LOQ = 0.033 %) / 0,50 %;
Hike npenena KONMYECTBEHHOTO
- onpeaenenns (IIKO =0.033 %)
Impurity D / [Tpumect D not more than 0.20% / He Goues
Below Limit of Detection (LOD = 0,20 %.
0.014 %) / Huxe npenena
obuapyxenus (IIO = 0.014 %)
Any unspecified impurity / Not more than 0.20 % / He 0Gonee
EnuHudHas HeuneHTupuuy- 0,20 %.
pOBaHHas MPUMECh 0.05%

Remarks: The Product confirms to ND/

[Tpumeuanue: [Tponykr coorsercTByet TpeboBanusam HJI

Conclusion: APPROVED /
Zaxmwyenne: OJOBPEHO

Prepared by /
IToarorosneHo: Ankit

s

Checked by /
Iporepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykosonurenn
Amit Kumar K; N—

Reprint Date /
Jara: 15.05.2023

Reprint Date /
Jara: 15.05.2023

Reprint Date/ ! -
Jara : 15.05.2023
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CEPTUOHUKAT AHAJIM3A

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

Ipoaykr: Ketopon® (keToponak) pacTBOp /15 BHYTPUBEHHOIO H BHYTPHMBILIEUHOrO BEEAeHHs, 30 mr/mn
Batch No / 1 V230372 Batch Quantity / : 272727ampules /
Cepus Ne O0beM cepun 272727 amnyii
Analytical Report No / : 890001663411 Date of Analysis / : 15.05.2023
AHaJHTHYECKHH OTYeT Ne JlaTa aHa;u3a

Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2026

JaTa npousBoicTBa I'ogen no

Analysis performed according ND / Ananus nposeaen mo HJI: JI[1-001365-170222

Page3 of4/Crp.3u3 4

1}00 Test / [TokasaTenb Results / Pe3yabtaTbl Specification / Hopma
Total impurities / Cymma 0.19% Not more than 1.50% / He 6Gonee
npuMecei 1,50 %.

8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /
H3zenexaemblii 00bem He menee nomunanbHoro (1,0 mn)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepuanbHble <=0.725 ED/mr tromethamine. / He 6onee 5,8 ED/mr
SHAOTOKCHHBI KETOpoJiaka TPOMETaMHUHa.

10 Sterility (every 15th batch) / Must be sterile. / JlomxkeH OBITBH
CTepuabHOCTD (MJIS1 KAk A0 NA CTEPHUIILHLIM.
15-o0ii cepun)

11 Assay / KonuuecTBenHoe 29.61 mg/29.61 mr From 27.0mg to 33.0mg of

ompeneaeHHe CisHiaNO3- C4Hi11NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
J0 33,0 mr CisHi;sNO3 C4HjiNO3
(xeTopornaka TpPOMETaMHUH) B 1 M.
12 Alcohol content / ITaHon From 10.60 % to 12.60 %. /
11.85% Ot 10,60 % no 12,60 %.
Remarks: The Product confirms to ND/ Conclusion;: APPROVED /
ITpumeuanue: ITpoaykr cooTBeTcTBYET TpeboBaHUAM H/JI 3akmouenune: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: Ankit ﬂ ITposepeno: Pardeep Kumar | Ono6peno: Menemxkep / Pykosoauresns
CI Amit Kumar /i i‘\\..
Reprint Date / Reprint Date / Reprint Date/ ' —
Hara: 15.05.2023 Hara: 15.05.2023 Jara : 15.05.2023
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CEPTUDPUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
poaykrt: Ketopon™ (keToponak) pacTsop Uisi BHyTPHBEHHOTO U BHYTPUMBILLIEYHOTO BBeAeHUs, 30 Mr/mn
Batch No / : V230372 Batch Quantity / : 272727ampules /
Cepus Ne O6BbeM cepun 272727 amnyn
Analytical Report No / : 890001663411 Date of Analysis / : 15.05.2023
AHaauTH4ecKHnii oTyeT Ne JlaTa anannza
Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2026
JlaTa npounsBojcTBa T'ogen go
Analysis performed according ND / Ananu3s nposenen mo HJI: JI[1-001365-170222

Paged4 of 4/ Crp. 4us3 4

No

No Test / [oka3zaTennb

Results / PesyabTaThl

Specification / Hopma

13 Packaging / Ynakoska

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. /

Ilo 1 w™Mix B aMmnoynsl U3
CBETO3ALLUTHOTO CTeKIa
kopugHeBoro knacca I (USP). B
BEpXHEH YacTH aMIyJibl HAHECEHE
KOJIBIIO W TOYKa AJA pasinoma. Ha
aMIyJTy HaKJIeHBalOT ITUKETKY.

[To 10 ammyn ¢ MHCTpyKLUeHd mo
TIPUMEHEHHIO MOMELAIOT
B [IBX/anoMUHUEBBIN 6IHCTED.

[To 1 6nucTepy B nauky 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. /

ITlo 1 wMn B aMmnynsl  u3
CBETO3aLIUTHOTO CTEKIa KOPUYHEBOTO
WIH  TEMHO-KOPUYHEBOrO  IIBETa
knacca I (USP). B Bepxuell vactu
aMIIyJibl HaHECEHbI KOJbLO M TOYKa
11t pasnoma. Ha ammysy HaxJienBaroT
ITUKETKY.

ITo 10 amnyn ¢ HMHCTpPYKLMeH IO
NPUMEHEHUIO NOMEeLIA0T
B IIBX/antomuHueBsIii OaucTep.

ITo 1 6nucTepy B Ma4Ky KAPTOHHYIO;
JUls  cTauMoHapos: mo 2, 3, 5
ONUCTEPOR B MAYNKY KAPTOHHEYI

14 Labelling / MapkupoBka

According to ND / B cootBerctBuu ¢ HJI.

15 Storage conditions /
XpaHenue

In a place protected from light below 25 °C. Do not freeze. / B 3ammiennom
OT CcBETa MecTe NpU Temmeparype He Beliie 25 °C. He 3aMopaXuBaTh.

16 Shelf-life / Cpok rogHocTH

3 years. / 3 roxa.

Remarks: The Product confirms to ND/
[Mpumeuanue: Ipoaykr coorsercisyer tpebosanusam HIT

Conclusion: APPROVED /
Jakinouenne: OTOBPEHO

Prepared by /
Iloarorosneno: Ankit

A

Checked by /
[Tpoepeno: Pardeep Kumar

= —

Approved by: Manager/Executive /
Onobpeno: Mengukep / Pykosoaurens
Amit Kumar ?.iv.

ch .

Reprint Date /
Jara: 15.05.2023

Reprint Date /
Jlata: 15.05.2023

Reprint Date / '
Jara : 15.05.2023
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