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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
CEPTUOUKAT AHAJIN3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoAykT: Ketopon® (keToposiak) pacTop uisi BHYTPUBEHHOTO M BHYTPHMBIIIEUHOrO BBeAeHHS, 30 Mr/mu
BatchNo / : V230460 Batch Quantity / : 272727 ampules /
Cep#a Ne O0BeM cepuu 272727 amnyn
Analytical Report No / : 890001672554 Date of Analysis / : 30.06.2023
AHaJIiTHYeCKNH oTYeT Ne JlaTa ananmu3a
Date of Manufacture / : May-2023 Date of Expiry / : Apr-2026
Jlara npouM3BoOACTBA ToxeH go

Analysis performed according ND / Ananun3s nposegen mo HJI: JIT1-001365-170222

Page1of 5/Crp.1u35

ioo Test / IToka3aTesnb Results / Pe3yabTaThbl Specification / Hopma

1 Description / Onucanue Clear pale vyellow solution. / | Clear colorless to pale yellow solution.
ITpo3pa4Hslit ceTno-kentelt | / Tlpo3payHslii OecLBETHBIN WM
pacTBop. CBETJIO-XKEJNITEIH PacTBOP.

2 Identification /
IToanuHHOCTH

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
yIEpXUBaHUA OCHOBHBIX IHKOB Ha
XpoMarorpaMmme HCIIBITYEMOTO
pacTBopa COOTBETCTBYIOT BpEMEHaM
yIepKHUBaHKsS OCHOBHBIX IMKOB Ha
Xpomarorpamme CTaHAapPTHOTO
pacTBOpa KeTOpojaka TpOMeTaMHHa
u HaIpOKCeHa (paznen
«KONHYECTBEHHOE OTIPENeNICHUEY)

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
YHEPXXUBAHMS OCHOBHBIX ITMKOB Ha
XpoMaTorpaMmme UCTILITYEMOTO
pacTBOpa IOJKHBI COOTBETCTBOBATh
BPEMEHAM YIEPXKHMBAHUS OCHOBHBIX
NIMKOB Ha XpoMaTorpaMme
CTAaHIApTHOrO PacTBOpa KEeTOpOjakKa
TpOMETaMHMHa H HampoKceHa (paszeln
«KonuuecTBeHHOE OIpeaeTICHHEN)

3 Clarity / Ilpo3payHocTh

Complies / CooTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHLys
npenapara He JOJKHA [IPEeBbILIATh
omnaJeCIeHLMIO STaJlOHa CpaBHEeH!A L.

4 Color / IIBeTHOCTD 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npy [UIMHE BOJIHEI
430 aM.

5 pH 7.35 From 6.91t07.9./016,9 5o 7,9.

Remarks : The Product confirms to ND/
TTpumeyanite: [Ipoaykr coorseTcTBYeT Tpebopanusam HJI

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

Jara: 30.06.2023

Jara: 30.06.2023

Prepared by / Checked by / Approved by: Manager/Executive /
[Moxroroeneno: Pardeep ITposepeno: Himesh Kumar | Omo6peno: Menemkep / Pykosoautesns
Kumar f 2 > | Ajay Sharma f\ -

Reprint Date / Reprint Date / Reprint Date /

JHara: 30.06.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




‘. .. Dr. Reddy's Laboratories Ltd.
! * Formulation Unit-6
Dr. Reddy S \e Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTU®UKAT AHAJIM3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keToposniak) pacTBOp A/isi BHYTPUBEHHOTO W BHYTPHMBIIIEYHOro BBeAeHHS, 30 mMr/mn
Batch No / : V230460 Batch Quantity / + 272727 ampules /
Cepust Ne O6bem cepun 272727 amnyin
Anmnalytical Report No / : 890001672554 Date of Analysis / : 30.06.2023
AHaJuTH4yecKuii oTaet Ne JaTta ananau3a
Date of Manufacture / : May-2023 Date of Expiry / : Apr-2026
Jara npon3BoacTBa I'ogen no
Analysis performed according ND / Anann3 nposeaen no HJI: JII1-001365-170222
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6 Particulate matter / Mexannyeckue BKJIIOYEHHUS
6A Visible particles / Complies / CooTBeTCTBYET Should correspond to requirements. /
BuaumMele 4acTHIBI B cOOTBETCTBUM C TPEOOBAHUSIMH.
6B Invisible particles / ,
HeBuauMble yacTHLIbE: 1
i. Particles> 10 pm/ 18 not more than 6000 per ampoule /
YacTtuu pasmepom > He 6onee 6000 Ha ammyiy;
10 MxM
ii. particles>25 pm/ 00 not more than 600 per ampoule /
YaCcTHI] Pa3MEPOM > He 6onee 600 Ha amITyy.
25 MKM
7 Related substances / PoacTBeHHbIE IPUMECH
Impurity A / Ipumecs A 0.14% not more than 0.20 % / He Oonee
0,20 %;
- Below LOD (LOD =0.014 %) / =
Impurity B / [Ipumecs B Huke npenena obHapyxerest (11O gostO ron/c‘)re than 0.50 % / He Oonee
=0.014 %) E
Impurity C / [Ipumecs C Below LOQ (LOQ = 0.033%) / not more than 0.50 % / He 6omnee
Hibke npejena KOJIH4eCTBEHHOrO 0,50 %;
onpezaenenus (IIKO = 0.033 %)
Impurity D / Ilpumecs D not more than 0.20 % / He O6onee
Below LOD (LOD = 0.014 %) / 0,20 %.
Hixe npenena o6HapyxeHus (I10
=0.014 %)
Any unspecified impurity / Below LOQ (LOQ = 0.050%) / Not more than 0.20 % / He Goiee
EuHMdHAs HeuAeHTHUIH- Hmxe npenena KoIHYECTBEHHOTO 0,20 %.

POBaHHasl IPUMECH onpenenenus (ITKO = 0.050 %)

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: [IpoaykT cooTBeTcTBYET TpeGoBaHusM HJ[ 3axinouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
INoarororneno: Pardeep [Mposepeno: Himesh Kumar Onobpeno: Menemkep / PykoBoaureib
Kumar QL 1 > | Ajay Sharma

Reprint Date / Reprint Date / Reprint Date /

Hara: 30.06.2023 Jlarta: 30.06.2023 Hara: 30.06.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s ‘_':‘

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

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

AHaJINTHYeCKHH oTYeT Ne

Jara anajau3za

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUOUKAT AHAJIN3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoAykr: Ketopon™ (keToponak) pacTBop /iisi BHYTPHBEHHOIO ¥ BHYTPUMBILIEYHOTO BBeaeHus, 30 Mr/mi
BatchNo / : V230460 Batch Quantity / : 272727 ampules /
Cepiaa Ne Ob6nbem cepun 272727 amnyn
Analytical Report No / : 890001672554 Date of Analysis / : 30.06.2023

Date of Manufacture /
Jarta ponssoacTea

: May-2023

T'open mo

Date of Expiry /

: Apr-2026

Analysis performed according ND / Ananns nposenen no HJL: JIT1-001365-170222
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~

H3Bjiexaemblii 00beM

Total impurities / Cymma 0.14 % Not more than 1.50 % / He Gonee
npumecei 1,50 %.
8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /

He Menee HoMuHanbHoro (1,0 mi)

CTepMibHOCTD (AJ1s1 Kaxa0H
15-0ii cepun)

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 ED/mr
IHAOTOKCHHBI KETOpoJIaka TpOMeTaMuHa.

10 Sterility (every 15th batch) / NA Must be sterile. / JlookeH ObITh

CTCPUIbHBIM.

11 Assay / KoninuecTBeHnHoe 29.65 mg/ 29.65 mr From 27.0mg to 33.0mg of
onpeiesieHUue Ci5sH13NO3- C4H 1NOs (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
pi(s] 33,0 MIr C15H13N03‘C4H11NO3
(xeToponaka TpoMeTaMuH) B 1 MJL.
12 Alcohol content / ITanon 12.50 % From 10.60 % to 12.60 %. /

Ot 10,60 % mo 12,60 %.

Remarks : The Product confirms to ND/
[pumeyanue: [IpogykT cooTBeTCTBYeT TpeboBanusM HJJ

Conclusion : APPROVED /
3axmouyenne: ONOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Hoarorosnero: Pardeep ITpoBepeng: Himesh Kumar | Ono6peno: Menemkep / PykoBomurens
Kumar (:}j/_[:J Ajay Sharma &

Reprint Date / Reprint Date / Reprint Date / -

Jara: 30.06.2023 Jara: 30.06.2023 Hara: 30.06.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s “:‘.

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
Ipoaykr: Keropon® (keroposak) pacTsop ISl BHYTPUBEHHOIO M BHYTPUMBIILEYHOro BBeAeHHS, 30 Mr/mi
Batch No / : V230460 Batch Quantity / : 272727 ampules /
Cepus Ne O06nbem cepun 272727 amnyn
Analytical Report No / : 890001672554 Date of Analysis / : 30.06.2023
AHaJIuTHYeCKHH oTYeT No Jara ananmsa
Date of Manufacture / : May-2023 Date of Expiry / ¢ Apr-2026
Jara npousBoacrsa I'ogen oo
Analysis performed according ND / Ananu3 nposeaen no HJI: JIT1-001365-170222
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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. /

ITo 1 w™Mn B aMmoynsl U3
CBETO3AIUTHOTO cTeKia
kopuuHeBoro kiacca I (USP). B
BEpPXHEH YacTH aMITyJbl HaHECEHbI
KOJIBIIO U TOYKa A pa3zioma. Ha
aMITyNy HaKkJICHBAIOT STHKETKY.

ITo 10 aMmyn ¢ uHCTpyKUMeH 110
MPUMEHEHHIO NOMELIAIOT
B [IBX/antoMuHmeBsIii Guctep.

ITo 1 6aucTepy 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. /

[lo 1 wMn B aMmoynel U3
CBETO3ALIMTHOTO CTEKIIa KOPUYHEBOTO
WIM  TEeMHO-KOPUYHEBOTO  LBETA
ki1acca I (USP). B BepxHeii yacTu
aMITyJbl HaHECEHbl KOJBLO W TOUKa
Uit pasnoMa. Ha aMmyny HaKJeuBaroT

ITHKETKY.
Mo 10 ammyn ¢ MHCTpyKLHeW IO
MPUMEHEHUIO TOMEILAK0T

B [IBX/anmoMuHHEBRII OnucTep.

[To 1 6aucTepy B MauKy KapTOHHYIO;
Uil cTauMoHapoB: no 2, 3, 5
6JIMCTEPOB B NMaYKy KAPTOHHYIO.

ITo 1 6nucrepy B mMauky KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootBetrcTBuu ¢ H/I.

15 Storage conditions /
XpaneHnue

In a place protected from light below 25 °C. Do not freeze. / B 3amUIEHHOM
OT CBETa MeCTe NpH TeMIlepaType He Bbiie 25 °C. He 3aMopaXuBath.

16 Shelf-life / Cpox rooHocTi

3 years. / 3 rona.

Remarks : The Product confirms to ND/
ITpumeuanue: ITpoaykT cooTBeTCTBYET TpeboBanusam HJJ

Conclusion : APPROVED /
3axkmouyenune: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarororneno: Pardeep [Tposepeno: Himesh Kumar | Onobpeno: Menemiep / Pykosoaurens
Kumar - — ' —~——. | Ajay Sharma m/{

Reprint Date / Reprint Date / Reprint Date / -

Hara: 30.06.2023 Jara: 30.06.2023 Hara: 30.06.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ‘_’:’.

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

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTUOUKAT AHAJIN3A www.drreddys.com

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

Ipoaykr: Keropon™ (keToposnak) pacTBop [Uisi BHyTPHBEHHOIO M BHYTPHMBILIEYHOTO BBeIeHHUS, 30 Mr/mi
Batch No / : V230460 Batch Quantity / : 272727 ampules /
Cepnun Ne O6nem cepun 272727 amnyn
Analytical Report No / : 890001672554 Date of Analysis / : 30.06.2023
AHaJINTHYeCKHH oTUyeT No Jdarta ananuza

Date of Manufacture / : May-2023 Date of Expiry / : Apr-2026
JaTa npousBoacTBa I'ogeH oo

Analysis performed according ND / Anann3 nposexen mo HJI: JII1-001365-170222
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API name / Haumenosanue ADC:

Ketorolac tromethamine / Keroponaka TpoMeTamus

INN / MHH: Ketorolac / Keroponax
API manufacturer batch number / APHO010125
Homep cepun nponssoautens A®C:

FP Manufacturer API Batch number / FEQA00141

Homep cepun cy6eranuuu npoussoantens [JID:

API Manufactured by & country /
IIpoussoaurtens APC, crpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Penau'c Jlaboparopuc JIta., Uuaus

Remarks : The Product confirms to ND/
ITpumeuanmne: IIpoaykr coorBeTcTBYET TpeboBauusam HJT

Conclusion : APPROVED /
3akmouyenne: OJJOBPEHO

Prepared by / Checked by /

Ilonrorosneno: Pardeep [Mposepero: Himesh Kumar

Kumar rf —

¥t

<

Approved by: Manager/Executive /

Onobpeno: Menemxgep / PykoBonutens
Ajay Sharma @

F

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

Reprint Date /
Hara: 30.06.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
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