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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

CEPTUPUKAT AHAJIA3A www.drreddys.com

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

Ipoaykr: Ketopon™ (keToponak) pacTBOp /il BHyTPUBEHHOIO W BHYTPHMbILLIEYHOTO BBeAeHUs, 30 Mr/mn
Batch No / : V220977 Batch Quantity / : 209090ampules /
Cepus Ne O6bem cepun 209090 amnyn
Analytical Report No / : 890001631493 Date of Analysis / : 30.11.2022
AnanutTHueckuii oruer Ne JlaTa ananau3a

Date of Manufacture / : Sep.2022 Date of Expiry / : Aug.2025
JlaTa NpoH3BOACTBA T'onen mo

Analysis performed according ND / Anann3 nposenen no HJI: JII-001365-170222

Page1of 4/ Crp. 1 n3 4

[Ipo3pauHblit 6eclBETHBIN pacTBOP.

i.oo Test / Iloka3aTenb Results / PezynbTaTh! Specification / Hopma
1 Description / Onucanue Clear  colorless  solution. / | Clear colorless to pale yellow solution.

/ Tlpospaunplii OECLBETHBIH HNH
CBETJIO-KENThIH pacTBop.

2 Identification /
IMopuHHOCTL

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
yIOepXKHBaHUs OCHOBHBIX TIHKOB Ha
XpOMaTorpamMme UCTIBITYEMOTrO
pacTBopa COOTBETCTBYIOT BPEMEHAM
yIOEepXUBaHUS OCHOBHBIX ITUKOB Ha
Xpomarorpamme CTaHIapTHOIO
pacTBopa KeTopoJyiaka TpOMETaMUHa
51 HanpoKceHa (pazmen
«Konu4ecTBEHHOE ONMpEaeIeHHE)

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) / BpemeHna
yIEpXKUBAHUA OCHOBHBIX THKOB Ha
XpoMarorpaMme UCTILITYEMOTO
pacTBopa [IOMXKHBI COOTBETCTBOBATh
BpEMEHAM YOEP)KUBAHUS OCHOBHBIX
MUKOB Ha XpOMaTorpamme
CTAaHIapPTHOTO DAcTBOpa KeTopoJsiaka
TPOMETAMMHA M HANpOKCeHa (pasnen
«KOJIMIeCTBEHHOE ONpeCTICHUE»)

3 Clarity / IIpospayHocTh

Complies / CooTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHUUA
npenaparta He JOJIXKHA MPEBBIUIATE
ONATECLUEHIMIO 3TAI0OHA CpaBHEHHUA L.

4 Color / LiBeTHOCTB 0.05 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu JUIMHE BOJXHEI
430 M.

5 pH 7.30 From 6.9t07.9./016,9 mo 7,9.

Remarks: The Product confirms to ND/
Ipumeuanne: ITpoaykr coorseTcTRYET TpeboBaunsam HJL

Prepared by /
IMoarororneno: Ramakant

Qoo

Checked by /
IposepeHo: Pardeep kumar

=L

Conclusion: APPROVED /
3akmouenne: OJOBPEHO
Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoauTens
Amit Kumar

/;,:«y

Reprint Date /
Jara:30.11.2022

Reprint Date /
Jata: 30.11.2022

Reprint Date / '
MHara : 30.11.2022
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml ]
Ipoayxr: Kertopon" (keToposak) pacTBop /Ulsl BHYTPUBEHHOTO ¥ BHYTPHMbIIIEUHOrO BBeACHHUS, 30 Mr/ma
Batch No / : V220977 Batch Quantity / : 209090ampules /
Cepus Ne O6Bem cepuu 209090 amnyn
Analytical Report No / : 890001631493 Date of Analysis / : 30.11.2022
AHAINTHYECKHI oTUeT No JlaTa aHanu3a
Date of Manufacture / : Sep.2022 Date of Expiry / : Aug.2025
JlaTa npoM3BOACTBA I'onen no

Analysis performed according ND / Ananns npoegen no HJL: JIT1-001365-170222
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6 Particulate matter / MexanuyecKkne BKJIIOYEHHUS
6A Visible particles / Complies / COOTBETCTBYET Should correspond to requirements. /
Buaumble 4acTULB] B cootsercTBMM ¢ TpeOOBAHHSIMY.
6B Invisible particles /
HeruauMble 4aCTHLIbI:
i. Particles> 10 um/ 13 not more than 6000 per ampoule /
YacTtul pa3sMepoM > He 6onee 6000 Ha ammyITy;
10 MxMm
ii. particles > 25 pym/ 00 not more than 600 per ampoule /
4acTul pasMeEPOM > He 6onee 600 Ha amITyny.
25 MKM
7 Related substances / PoacTBeHHBIE IPHMECH B -
Impurity A / [Ipumecs A 0.15% not more than 0.20 % / He Gonee
0,20 %;
Impurity B / Ilpumecs B Not Detected not more than 0.50 % / nHe OGosee
0,50 %;
Impurity C / [Ipumecs C Less than LOQ (LOQ = 0.033 %) / Hinke not more than 0.50 % / He Oomnee
npeaena KOJIU4eCTBCHHOro onpeaeacHus O 50 (y .
(TTKO = 0.033 %) ) 0
Impurity D / IIpumecs D Below Limit of Detection (LOD = 0.014 %) / not more than 0.20 % / He 6ouee
Huxe npenena o6Hapyxenus (IT0 = 0.014 %) 0,20 %.
Any unspecified impurity / Not more than 0.20 % / He 6onee
EnuHudHas HemneHTUGULHT- 0,20 %.
pOBaHHas MPUMECh 0.07%
Total impurities / Cymma 0.28% Not more than 1.50 % / He 6Gonee

npuMece

1,50 %.

Remarks: The Product confirms to ND/
[Ipumeuanne: IIpoaykT cootBetrcTBYeT TpeboraHumsiM HJL

Conclusion: APPROVED /
3axmouenne: OJOBPEHO

Prepared by /
INoarorosneno: Ramakant N
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Checked by /
Iposepeno: Pardeep kumar
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[ Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml ]
I_II\pOIl.VKT: KeTopon®™ (keToponak) pacTBOp Ajis BHYTPHBEHHOTO W BHYTPUMBILLEYHOrO BBEAEHHS, 30 Mr/mn
Batch No / 1 V220977 Batch Quantity / : 209090ampules /
Cepus Ne O6bem cepuu 209090 amnyn
Analytical Report No / : 890001631493 Date of Analysis / : 30.11.2022
Ananuruyeckuii oruer Ne Jlara ananusza
Date of Manufacture / : Sep.2022 Date of Expiry / 1 Aug.2025
JlaTa npou3BoaCcTBA T'oxen xo

Analysis performed according ND / Asanu3 nposegen mo HJI: JII1-001365-170222
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8 Extractable volume /
H3Baexaemblii 00beM

1.0ml/ 1.0 ma

Not less than label claim (1.0 mL) /
He menee nomuHansHoro (1,0 M)

9 Bacterial endotoxins /
Bbakrepuanbuble
IHAOTOKCHHBI

<=0.725 EU/mg /
<=0.725 ED/Mr

Not more than 5.8 EU/mg of ketorolac
tromethamine. / He 6onee 5,8 ED/mMr
KeTopoJiaka TPOMeTaMHUHa.

10 Sterility (every 15th batch) /
CrepunbHOCTh (A5 KaXKAOH
15-o0ii cepun)

COMPLIES

Must be sterile. / Jlomxen OBITb
CTEPWIbHBIM.

11 Assay / KoninuecTBeHHOE 29.55 mg/29.55 mMr From 27.0mg to 33.0mg of
omnpenaejeHne Ci15sH13NO3- C4H 1 NO; (ketorolac
tromethamine) per 1 mL./ Ot 27,0 Mr
a0 33,0 MI C15H13N03'C4H11N03
(keTopoJaka TpOMETaMHH) B 1 ML
12 Alcohol content / ITanon From 10.60 % to 12.60 %. /

11.68 %

Ot 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/
Tpumeuanne: [IpoaykT cooTBeTcTBYeT Tpeboanusim H/I

Conclusion: APPROVED /
3axmoyenune: OJJOBPEHO

Prepared by /
INoaroroeneno: Ramakant ‘I/
: L

Jot?

Checked by /
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml o
Ipomykr: Kertopon"™ (ketoponak) pactsop mis BHYTPUBEHHOIrO M BHYTPUMBILIEYHOI0 BBeIeHUs, 30 Mr/mn
Batch No / 1 V220977 Batch Quantity / ¢ 209090ampules /
Cepusi Ne Obnem cepun 209090 amnyn
Analytical Report No / : 890001631493 Date of Analysis / : 30.11.2022
AnauTuyecKuii oTyer Ne JlaTa ananuza

Date of Manufacture / : Sep.2022 Date of Expiry / : Aug.2025

HJaTa npousBoacTBa Togen go

Analysis performed according ND / Anain3 npoBeaen 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. /

Ilo 1 wMn B aMOoyiasl ©3
CBETO3aLIUTHOTO CTEKJIa
kopuuneBoro knacca I (USP). B
BEpXHEH 4acTy aMITyJibl HaHEeCEeHBI
KOJIBLIO M TOYKa Ul pasnoma. Ha
aMILyJly HaKIe€UBAaIOT STHKETKY.

ITo 10 ammyn c WHCTpyKUMe#l mo
TIPUMEHEHUIO NIOMEILAI0T
B [IBX/amoMuHueBbI# OnucTep.

[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. /

Ilo 1 wMn B aMnoyns  u3
CBETO3ALIUTHOIO CTEKJIa KOPHYHEBOTO
WIH  TEMHO-KOPHYHEBOTO  IBeTa
xnacca I (USP). B Bepxueii wactu
amITyJibl HaHEeCceHbl KOMNbLO U TOYKa
11 pasnoma. Ha aMmyny HakJieusaioT

3TUKETKY.
Ilo 10 amnyn c wuHCTpykuMe# mno
IPUMEHEHHUIO MOMEILAIOT

B [IBX/antoMunueBbli Onucrtep.

[To 1 6nucTepy B MauKy KapTOHHYIO;
Uls  cTalldonapoB: mo 2, 3, 5
61HCTEPOB B NAYKY KAPTOHHYIO.

14 | I;belling/ Mapkupopka

According to ND / B cooteetrctBum ¢ H/I.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3aluimenHEoM
OT CBeTa MecTe IIpU TeMIlepartype He Boinie 25 °C. He 3amopaxuBaTh.

16 Shelf-life / Cpok roanoctu

3 years. / 3 roga.

Remarks: The Product confirms to ND/
ITpumeuanue: Ilpoaykt cooTBeTcTBYET TpeGoBanmsam HJT

Conclusion: APPROVED /
3axawuyenne: OJOBPEHO

Prepared by /
ITonroroeneHo: Ramakant &

o

Checked by /
IIposepeno: Pardeep kumar

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoaurens

(J’(T Amit Kumar 2. ::\:,_/ B

Reprint Date /
Jara:30.11.2022

Reprint Date /
Jara: 30.11.2022

Reprint Date /
Hara : 30.11.2022
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