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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUOHUKAT AHAJIW3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoayxr: Ketopon” (keToponak) pacTeop uis BHYTPUBEHHOTO W BHYTPHMbILLIEHHOTO BBEACHH, 30 mr/mn
Batch No / 1 V230461 Batch Quantity / : 272727 ampules /
Cepus Ne O6bem cepuu 272727 amnyn
Analytical Report No / : 890001672555 Date of Analysis / : 30.06.2023
AHaJIUTHYECKHI oTyeT N¢ Jara anannsza

Date of Manufacture / : May-2023 Date of Expiry / : Apr-2026
Jlata mpouzBoAcTRA Tlogen no

Analysis performed according ND / Ananus nposenen no HJL: JI1-001365-170222
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i:) Test / ITokasaTeib Results / PesyabTaThl Specification / Hopma

1 Description / Onucanue Clear pale yellow solution. / | Clear colorless to pale yellow solution.
[Tpo3pauHelii cBeTo-kenThiii | / TIpo3pauHslif GecUBETHBIN WM
pacTBop. CBETJIO-KEJIThIA pacTBOp.

2 Identification /
IMoaIMHHOCTL

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
yIEpXMBaHHA OCHOBHBIX MUKOB Ha
Xpomarorpamme UCTILITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHAM
yIepXXHUBaHHUs OCHOBHBIX INHKOB Ha
XpOMaTorpaMmme CTaHIapPTHOTO
pacTBopa KeTopoJiaka TPOMETaMHHa
7§ HaIpoKCeHa (pazzmen
«KOJIHYECTBEHHOE ONPENENCHUE)

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) / BpeMeHa
yIAEP)KUBAHUs OCHOBHBIX ITUKOB Ha
XpOMaTorpamMme UCITBITYEMOTO
pacTBOpa IOJDKHBI COOTBETCTBOBATH
BpEMEHAM YJEPXKUBaHUA OCHOBHBIX
MKOB Ha XpOMaTorpamMme
CTAHJApPTHOrO PacTBOpa KETOpoJaka
TpPOMETaMHHa U HalpoKceHa (pasnen
«KonnuecTBeHHOE OTIpEIENICHHEN)

3 Clarity / IIpo3paynocTb

Complies / COOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHuus
npemnapata He JOJDKHA MPEBBILIAT
ONaIECLEHLHIO 3TAJIOHA CpaBHEHHA L.

4 Color / IlBeTHOCTD 0.04 Not more than 0.20 at 430 nm. /
He 60nee 0,20 npu AIHHE BOJIHEI
430 HM.

5 pH 7.45 From 6.9 t07.9./016,9 no 7.9.

Remarks : The Product confirms to ND/
ITpumeyanue: [TpoaykT cooteTcTBYET TpeboBanuam HJT

Conclusion : APPROVED /
3axaouenne: OJJOGPEHO

Prepared by /
Monrorornenn; Pardeep
Kumar -

P

Checked by /
ITposepeno; Himesh Kumar

Approved by: Manager/Executive /
Opo6peno: Menemwikep / Pykosoauresib

= Ajay Sharma

Reprint Date /
Hara: 30.06.2023

Reprint Date /
Hara: 30.06.2023

Reprint Date /
Jara: 30.06.2023
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTU®UKAT AHAJIN3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoagykr: Keropon® (keToponak) pacTBop Uisi BHYTPUBEHHOTO W BHYTPUMBILIEYHOTO BBeACHHS, 30 Mr/mn
Batch No / : V230461 Batch Quantity / : 272727 ampules /
Cepus Ne Ob6bem cepun 272727 amnyn
Analytical Report No / : 890001672555 Date of Analysis / : 30.06.2023
ApajiuTnyeckuii oTyer Ne Jlara anaan3za

Date of Manufacture / : May-2023 Date of Expiry / : Apr-2026
JlaTa npon3pBoacTea TI'onen oo

Analysis performed according ND / Anann3 nposegen no H/I: JI1-001365-170222
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EnuHudHas HeuaeHTUuUIu-
pOBaHHas MpUMeCch

Huxe npepea KONMHYECTBEHHOTO
onpenenenus (ITKO = 0.050 %)

6 Particulate matter / MexaHnuyeckHne BK/IIOUEHHUS
6A Visible particles / Complies / CooTBETCTBYET Should correspond to requirements. /
BupyMble 4acTULIBI B cooTBeTCTBUU € TpeOOBAHUSIMH.
6B Invisible particles /
HeBunumble yacTHLbL:
i. Particles> 10 pm/ 56 not more than 6000 per ampoule /
Yacui pasmMepoM > He 6onee 6000 Ha ammyJy;
10 Mxm
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
YacTUll pa3MepoM > He HGonee 600 Ha ammyy.
25 MKM
7 Related substances / PoacTBeHHbIe TpHMech
Impurity A / Ilpumecs A 0.15% not more than 0.20 % / He Gonee
0,20 %;
- Below LOD (LOD = 0.014 %) /
Impurity B / [Ipumecs B Huke npeziena o6apysicerus (IO gost0 1;?re than 0.50% / He 6oxee
=0.014 %) W
Impurity C / Ilpumecs C Below LOQ (LOQ = 0.033%) / not more than 0.50 % / He Oonee
Hwxke npenena KONA4eCTBEHHOTO 0,50 %;
onpenenenus (ITIKO = 0.033 %)
Impurity D / [pumecs D not more than 0.20% / He Oonee
Below LOD (LOD = 0.014 %) / 0,20 %.
Hwxe npenena o6uapyxenus (I10
=0.014 %)
Any unspecified impurity / Below LOQ (LOQ = 0.050%) / Not more than 0.20 % / He 6onee

0,20 %.

Remarks : The Product confirms

to ND/

ITpumeuanue: Ilponykr cooreerctByet TpeboBanusam HJ|

Conclusion : APPROVED /
3axmovyenne: OJIOBPEHO

Prepared by /
IMoarororneno: Pardeep

Kumar 1‘

-

Checked by /
[IpoBepeno: Himesh Kumar

=

Approved by: Manager/Executive /

OnobpeHo: Menemxkep / PykoBomurens

Ajay Sharma

Reprint Date /
Jara: 30.06.2023

Reprint Date /
Jara: 30.06.2023

Reprint Date /
Hara: 30.06.2023
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHO®UKAT AHAJIM3A www.drreddys.com

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

IMpoaykr: Ketopon® (keToposiak) pacTBOp Ajist BHYTPHBEHHOTO M BHYTPMMBIILEYHOrO BBeACHHs, 30 Mr/mi
Batch No / : V230461 Batch Quantity / : 272727 ampules /
Cepus Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001672555 Date of Analysis / : 30.06.2023
AHanuTHYeCKHI oTyeT No JlaTa ananu3za

Date of Manufacture / : May-2023 Date of Expiry / : Apr-2026
JlaTa npou3BoJcTBa I'ogen mo

Analysis performed according ND / Ananun3 nposenen no HJI: JII1-001365-170222
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Total impurities / Cymma 0.15% Not more than 1.50 % / He 6ornee
npuMecei 1,50 %.
8 Extractable volume / 1.0 ml/ 1.0 mMn Not less than label claim (1.0 mL) /

HU3Bnekaemplii 00bLem

He Menee HoMuHabHOTO (1,0 M)

9 Bacterial endotoxins /
BakrepHnajibHble
IHAOTOKCHHBI

<=0.725 EU/mg /
<=0.725 EDQ/mMr

Not more than 5.8 EU/mg of ketorolac
tromethamine. / He Gonee 5,8 EQ/mr
KEeTopoJjiaka TpOMeTaMHUHa.

10 Sterility (every 15th batch) /
CTepHaABHOCTD (I8 KaXA0H
15-o0ii cepuu)

NA

Must be sterile. / JlomkxeH ObITb
CTEPUIIbHBIM.

11 Assay / KosiHuecTBeHHOE 29.71 mg/ 29.71 mr From 270mg to 33.0mg of
omnpenesieHHe C1sH13sNO3-C4H 1 NOs (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
o 33,0 Mr C15H13NO3‘C4H11NO3
(keToponaka TpoMeTaMuH) B 1 M.
12 Alcohol content / ITaHos 11.60 % From 10.60 % to 12.60 %. /

Ot 10,60 % o 12,60 %.

Remarks : The Product confirms to ND/
Ilpumeuanue: [IponykT cooTBercTByeT TpeboBanusam HJT

Conclusion : APPROVED /
3axkmouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoxroronuneito: Pardeep [IpoBcpeno: Himesh Kumar | OgobpcHo: McHemxkep / PyKOBOAUTCIE
Kumar E C-.\/J; Ajay Sharma

- ~ "l L
Reprint Date / Reprint Date / Reprint Date /

Hara: 30.06.2023

Jara: 30.06.2023

Hata: 30.06.2023
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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

CEPTUDPHUKAT AHAJIN3A www.drreddys.com

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

Ipoaykr: Keropon"™ (keToposiak) pacTBOp Auisi BHYTPHBEHHOIO W BHYTPUMBILIEYHOTO BBEAEHHUS, 30 Mr/Mi
BatchNo / : V230461 Batch Quantity / : 272727 ampules /
Cepun Ne Obbem cepun 272727 amnyn
Analytical Report No / : 890001672555 Date of Analysis / : 30.06.2023
AnaJITHYeCKHH 0T4YeT No Jara ananan3a
Date of Manufacture / : May-2023 Date of Expiry / : Apr-2026
Jlata nponsBoacTBa I'oaen no

Analysis performed according ND / Ananu3 nposeaen mo 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. /

ITo 1 wMn B aMmnoynsl U3
CBETO3ALUTHOTO cTeKia
kopuyHeBoro Kiacca I (USP). B
BEpXHEH YacTH aMIlyJbl HaHEeCEHbI
KOJIBLIO M TOYKa Ansi pasioma. Ha
aMITyJy HaKJIeUBaIOT STHKETKY.

ITo 10 ammyn c¢ uHcTpykuueit no
NPUMEHEHHUIO MOMELUAIOT
B [IBX/anmoMuHUEBEII GrUcTep.

I[To 1 6nucTepy B Mauky 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. /

ITo 1 wMn B aMoynasl u3
CBETO3AIIUTHOTO CTEKIIA KOPUYHEBOTO
WIA  TEeMHO-KOPUYHEBOIO  LIBETA
wracca I (USP). B BepxHeit wactu
aMITYJIbl HaHECEHbI KONBIO M TOYKA
IUis pasnioMa. Ha amimyity HakJIeuBaroT

ITHUKETKY.
[Mlo 10 ammyn ¢ HMHCTpYKUHeH o
MIPUMEHEHHIO [IOMEILA0T

B [IBX/amoMuHMeBsIi 6aucTep.

ITo 1 6nucTepy B nauyky KapTOHHYIO;
IJisi  CTauMoHapoB: mo 2, 3, 5
6JIMCTEPOB B MAYKy KapTOHHYFO.

o 1 6iucTepy B Mayky KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cooteetcTBuu ¢ H/I.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3amuiiensom
OT CBETa MeCTe IpU TeMIiepaType He Bhiie 25 °C. He 3aMOpaXHBaTh.

16 Shelf-life / Cpok roaHocTu

3 years. / 3 roma.

Remarks : The Product confirms to ND/
IIpumeuanue: Iponykr coorBeTcTBYeT TpeboBanusam HJ|

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
IToaroroeneno: Pardeep

Checked by /
IMposepeno: Himesh Kumar

p—
3
.

Approved by: Manager/Executive /

Onobpeno: Menensep / PykoBonurens
Ajay Sharma @

Kumar f
Reprint Date /

Jara: 30.06.2023

Reprint Date /
Hara: 30.06.2023

Reprint Date /
Jlata: 30.06.2023
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTHOUKAT AHAJIU3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoiykr: Keropon™ (keroponak) pacTBop [Uisl BHYTPHBEHHOTO M BHYTPUMBILUEYHOTO BBeAeHHs, 30 MI/mi
BatchNo / : V230461 Batch Quantity / 1 272727 ampules /
Cep#in Ne O0beM cepun 272727 amnyn
Analytical Report No / : 890001672555 Date of Analysis / : 30.06.2023
AHaJluTHYecKH#H oTueT Ne Jara ananu3za
Date of Manufacture / : May-2023 Date of Expiry / : Apr-2026
Jara upoussoacrsa T'open o

Analysis performed according ND / Asanus nposexen no HJI: JIT1-001365-170222
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API name / HaumenoBanue ADC:

Ketorolac tromethamine / Keroponaka TpoMeTamuy

INN /MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Howmep cepun npousBoaurenis ADC:

APHO010125

FP Manufacturer API Batch number /
Howmep cepuu cy6erannun npousoauresns UJID:

FEQA00141

API Manufactured by & country /
Ipoussoautens ADC, crpana:

Dr. Reddy's Laboratories Ltd., India /
H-p Pennu'c Jlabopatopuc Jitn., Uuaus

Remarks : The Product confirms to ND/
IIpumMeuanue: ITponykT cooTBeTcTBYET TpeboBanusam HJT

Conclusion : APPROVED /
3axawuenne: OJOBPEHO

Prepared by / Checked by /
Iloarorosneno: Pardeep [Tposepexo; Himesh Kumar

Kumar Qf/ Qﬁ:}’/)

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykosonurens
Ajay Sharma

Reprint Date / Reprint Date /
Jara: 30.06.2023 Jara: 30.06.2023

Reprint Date /
Hara: 30.06.2023
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