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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A

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

Product : /

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

Ilpoayxr: Ketopon® (keToposiak) pacTBOp [Uisi BHYTPUBEHHOT'O M BHYTPUMBIIIEYHOTO BBeACHHS, 30 Mr/mit
Batch No / : V220199 Batch Quantity / : 209090 ampules /
Cepns Ne O0bem cepuu 209090 ammyn
Analytical Report No / : 890001584463 Date of Analysis / : 06.04.2022
AnamuTHyeckuii oTder Ne JlaTa ananuza
Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025
dara npon3BoacTBa T'onen go

Analysis performed according ND / Ananu3 nposened mo HJI: JIT1-001365-170222

Page 1 of4/Crp.1n34

1;.00 Test / [loxazaTenan Results / PeayabTaThl Specification / Hopma
1 Description / Onucanne Clear  colorless  solution. / | Clear colorless to pale yellow solution.

[Mpo3pauublit 6ecLBETHBIN pacTBOP.

/ Tlpo3payHbplii OecLBETHBIA WU
CBETJIO-XKEIThIH pacTBOp.

2 Identification /
IMopuHHOCTD

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) / BpemeHa
yIEPKHUBaHUS OCHOBHBIX THKOB Ha
XpoMaTorpaMmme HCIIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpeMEHaM
yIOepXXHBaHUA OCHOBHBIX IHKOB Ha
XpoMaTorpamme CTaHIAPTHOTO
pacTBOpa KeTopoJiaka TpPOMeTaMHHa
U HanpokceHa (pasmen
«KOoJIHUEeCTBEHHOE OTIPEREIIEHUEN)

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
yOep)XUBaHUA OCHOBHBIX IIMKOB Ha
XpoMaTorpamme HCIIBITYEMOTO
pacTBOpa IOJOKHBI COOTBETCTBOBAaTh
BpEMEHAM YICPKUBaHHUsA OCHOBHBIX
MUKOB Ha XpoMaTorpamMme
CTaHIapPTHOTO pacTBOpa KeTopoJaka
TpPOMETaMMHa M HampoKceHa (pasfesn
«KOM4ecTBeHHOE OTIPEAENICHHE)

3 Clarity / IIpospaynocTb

Complies / CooTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecreHnus
npenapara He JOJIKHA NPEBBIIIATh
onanecueHMIO STaIoHa cpaBHeHus 1.

4 Color / I{BeTHOCTH 0.03 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu 0JIMHE BOJIHB
430 um.

5 pH 7.26 From 6.9t07.9./0t16,9 no 7,9.

Remarks : The Product confirms to ND/
ITpumeuanne: ITpoaykT cooTBeTcTBYET TpeboBanuam HJL

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by /
[Toprororneno: Pardeep

Checked by /
IMposepeno: Himesh Kumar

Onobpeno:

e T

Approved by: Manager/Executive /

Menemkep / PykoBonutens

Pawan Kumar )
A

Kumar Qﬁ/
Reprint Date /

Reprint Date /

Jara: 06.04.2022

Jara: 06.04.2022

Reprint Date /
Jara: 06.04.2022
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Iponyxr: Ketopon® (keToponak) pacTBop JUisi BHyTPUBEHHOTO W BHYTPHMBILIEYHOTO BBeleHUs, 30 Mr/ma
Batch No / 1 V220199 Batch Quantity / : 209090 ampules /
Cepust Ne Oo0bem cepun 209090 amnyn
Analytical Report No / : 890001584463 Date of Analysis / : 06.04.2022
AHAJTHTHYECKHH oTUeT No JlaTa aHaJaH3A
Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025
Jara npon3BoacTBA I'ogen no
Analysis performed according ND / Ananus nposeaen no HJL: JIT1-001365-170222
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6 Particulate matter / Mexanndyeckre BKAKUYEHUA

6A Visible particles /
Buaumble 4acTULIBI

Complies / CooTBeTCTBYET

Should correspond to requirements. /
B cooTBeTCTBHH ¢ TpeOOBaHUAMM.

6B Invisible particles /
HeBuauMbIe YacTHLIBL:

npenena obuapyxkenus (110 =0.014 %)

i. Particles> 10 pm/ 128 not more than 6000 per ampoule /
YacTtuu pa3MepoM > He 6onee 6000 Ha aMmyny;
10 Mxm
ii. particles>25 pm/ 01 not more than 600 per ampoule./
YacTHUI] pa3MEPOM > He 6onee 600 Ha amIyny.
25 MKM
7 Related substances / PoacTBeHHbI¢ NPpUMECH
Impurity A / [Ipumecs A 0.13% not more than 0.20 % / He Oonee
0,20 %;
Impurity B / ITpumecs B INOR detecred) LCIOOHEpYpIERA not more than 0.50 % / ne Gonee
0,50 %;
; Below LOQ (LOQ = 0.033 %) / Huxe
Impurity C / Ilpumecs C NPEAETA KOMMUECTBEHHOND ONpEECHHA not more than 0.50 % / He Gonee
(TIKO = 0.033 %) 0,50 %;
Impurity D / ITpumecs D Below LOD (LOD = 0.014 %) / Hinke not more than 0.20 % / wHe O6olee

0,20 %.

HUsenexaemMelii 00beM

Any unspecified impurity / 0.09 % Not more than 0.20 % / He 0onee
EnuHu4Has HEUAEHTUDHLIH- 0,20 %.
pOBaHHas IPUMECH
Total impurities / Cymma 023 % Not more than 1.50 % / He 6osee
npumecei 1,50 %.

8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /

He menee nomuHansHoro (1,0 mir)

Remarks : The Product confirms to ND/
[Tpumeuanue: [Ipoaykt cooTBeTcTBYET Tpebosanuam HJI

Conclusion : APPROVED /
3akmouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[oarorosneHo: Pardeep ITpoeepeno: Himesh Kumar | Ono6peHo: Menemkep / PykoBoaurens
Kumar _ Pawan Kumar 0

‘_."'_'\_f_ = (:’l/_/_’;
Reprint Date / Reprint Date / Reprinl Date /
Jara: 06.04.2022 Jlata: 06.04.2022 Jara: 06.04.2022
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Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykT: Ketopon® (KeToponak) pacTBOp Julsi BHYTPUBEHHOTO H BHYTPUMBILIEYHOrO BBEACHHS, 30 MI/Mn
Batch No / : V220199 Batch Quantity / : 209090 ampules /
Cepus Ne Oo6nem cepun 209090 amnyn
Analytical Report No / : 890001584463 Date of Analysis / : 06.04.2022
AnanuTHYecKHH oT4er Ne JaTta anannsa
Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025
JlaTa npon3BoacTBA T'ogen no
Analysis performed according ND / Ananns nposenen no HJI: JII1-001365-170222
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9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepnajibHbie <=0.725 E3/Mr tromethamine. / He 6onee 5,8 EQ/mr
IHIOTOKCHHDI KETOpOJIaKa TPOMETaMUHa.

10 Sterility (every 15th batch) / Sterile / Ctepunex Must be sterile. / JomkeH ObITh
CTepwIbHOCTD (IS KakKA0i CTEPUITBHBIM.
15-oii cepun)

11 Assay / KoninuecTBeHHoe 29.70 mg / 29.70 mr From 270mg to 33.0mg of
onpeaesieHHe Ci5H3NO3 CsH 1 NOs (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
pi(e] 33,0 Mmr C15H13NO3‘C4H[1N03
(keTopoJiaka TPOMETaMMH) B 1 ML
12 Alcohol content / ITanos 11.84 % From 10.60 % to 12.60 %. /
Ot 10,60 % no 12,60 %.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeyanue: [IpoxykT cooTBeTcTBYET Tpebosanusam H/JT 3akmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moarororneno: Pardeep IIposepeno: Himesh Kumar | Ono6peno: Menemkep / Pykosonutens
Kumar p — Pawan Kumar n
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Reprint Date / Reprint Date / Reprint Date /
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Distt. Solan, H.P.,, 173 205, INDIA
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon™ (keToposak) pacTBOp Ajisl BHYTPHBEHHOTO H BHYTPUMBILIEYHOTO BBEACHMS, 30 MI/mit
Batch No / : V220199 Batch Quantity / : 209090 ampules /
Cepnsa Ne O0Bbem cepuu 209090 amnyn
Analytical Report No / : 890001584463 Date of Analysis / : 06.04.2022
AHaJIHTHYECKHIi oTueT No JlaTa ananusza
Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025
[laTa npou3BoacTBa T'open oo
Analysis performed according ND / Anasnn3 nposenes no HJI: JII1-001365-170222
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13 Packaging / YnakoBka

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. /

Illo 1 wMn B aMoynsl U3
CBETO3aLMTHOTO cTeKna
kopuuneBoro kiacca I (USP). B
BepXHeil 4acTW aMIlylbl HAHECEHBI
KONbII0 W TOYka Juisi pas3ioma. Ha
aMmITyJly HaKkJIeUBatOT STHKETKY.

ITo 10 ammyn ¢ MHCTpYKLHMEHR IO
MPUMEHEHHIO MOMELLAIOT
B IIBX/anoMuHieBbI# ONHCTED.

[To 1 6nucTepy 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. /

Ilo 1 wMa B aMmnoynel U3
CBETO3AIIMTHOTO CTEKJIA KOPHYHEBOTO
AN TEMHO-KOPHYHEBOIrO  LiBETa
knacca 1 (USP). B BepxHeil uactu
aMITyJibl HaHEeCeHBl KOJIbLO M TOUKa
1t paznoma. Ha amimyny HakneusaioT
ITHKETKY.

[Io 10 ammyn ¢ HHCTPYKUMEH IO
NPUMEHEHHIO MIOMELLAIOT
B [IBX/amomMunueBsI# 6nucTep.

Mo 1 6ucTepy B NauKy KapTOHHYIO;
UL CTauuoHapoB: mo 2, 3, 5
GIHCTEPOB B MAUYKY KAPTOHHYIO.

14 Labelling / MapkupoBKa

According to ND / B cootBercTtuu ¢ HJI,

15 Storage conditions /
Xpanenue

In a place protected from light below 25 °C. Do not freeze. / B 3aiuieHHoM
OT CBETa MecTe Npy TeMnepatype He Boiwe 25 °C. He 3aMmopaxuBats.

16 Shelf-life / Cpox roasocT

3 years. / 3 roga.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tpumeuanne: IIpoayKT COOTBETCTBYET Tpebosanuam HJI Zaxmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoarorosneHo: Pardeep I[Mposepero: Himesh Kumar | Onobpeno: Menemxep / Pykosoxurens
Kumar Pawan Kumar (
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Reprint Date / Reprint Date / Reprint Date /
Hata: 06.04.2022 Jarta: 06.04.2022 Hara: 06.04.2022
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