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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

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTU®PUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopoa® (keToposiak) pacTBOp i BHYTPUBEHHOTO W BHYTPUMBIIUEYHOrO BBEAEHHS, 30 Mr/mit
Batch No / 1 V240438 Batch Quantity / : 272727 ampules /
CepHs Ne O0nem cepau 272727 amiiya
Analytical Report No / : 040002592060 Date of Analysis / : 10.07.2024
AHaJIMTHYECKHI oT4eT No JlaTa anann3za
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
JlaTa npou3BoACTBa T'onen 10
Analysis performed according ND / Anann3 nposeaen mo HJI: JII1-001365-170222
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[Tpo3paunrlii 6ecrBeTHBIN pacTBOP.

1‘1:.00 Test / [loka3zaTesnb Results / PesyabTaThl Specification / Hopma
1 Description / Onucanue Clear  colorless  solution. / | Clear colorless to pale yellow solution.

/ Tlpo3paunslii OecLBETHBIN KU
CBETJIO-KENTHI PacTBOP.

2 Identification /
IMoanuHHOCTL

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
yIEp>KUBAHUS OCHOBHBIX MHUKOB Ha
XpoMaTorpamme HCTIBITYEMOTO
pacTBopa COOTBETCTBYIOT BpeMEHaM
yIOepKMBaHUA OCHOBHBIX IHKOB Ha
XpOMaTorpamme CTaHAapTHOTO
pacTBOpa KeTopoJjaka TpoMeTaMHHa
" HarnpokceHa (pazpmen
«KosnuecTBEHHOE OIpEEIeHUe»)

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
yIOCpP)KUBAaHHS OCHOBHBIX ITMKOB Ha
XpoMmarorpaMmme HCNBITYEMOTO
pacTBopa IOJKHBI COOTBETCTBOBATD
BpeMEHaM YAEPKUBAHUS OCHOBHBIX
TUKOB Ha XpoMaTorpamme
CT2HAAPTHOTO pPacTBOpa KEeTOpoOJiaka
TpOMeTaMHHa M HamnpoKceHa (pasnen
«KomnuiecTBeHHOE OnpedeneHue»)

3 Clarity / IIpo3pa4HocTh

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHus
npenapara He JOJDKHA MpeBbIIIATh
oNaJIeCUEHLMIO STaNOHa CpaBHeHUA L.

4 Color / IllBeTHOCTH 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu JUIMHE BOJIHBI
430 HMm.

5 pH 7.34 From 6.9t 7.9./016,9 no 7,9.

6 Particulate matter / MexannyeckKHe BKIIOYEHUS

Remarks : The Product confirms to ND/
INpumeuanne: [Ipoaykt cooTeTcTBYET TpeboBanuam HJ{

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Jara: 10.07.2024

Jara: 10.07.2024

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosnexno: Ambr ‘_'l} [Tpoeepeno: Santosh Kumar | Onobpeno: Menemxep / Pykosoanrens
Kumar &g‘& Maurya QK' Manoj Kumar -

Reprint Date / Reprint Date / Reprint Date /

Jara: 10.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Tel: +21 40 4800 2900, Fax: 191 40 4200 2999, Email: mail@drreddys.ccm

CIN: 1.85195AP1984PLCO045CT
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CEPTH®UKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon” (keToponak) pacTsop Ajist BHYTPHUBEHHOTO M BHYTPHMBILIEUHOrO BBEACHUS, 30 mMr/mn
Batch No / 1 V240438 Batch Quantity / : 272727 ampules /
Cepus Ne Oo0beM cepun 272727 amnyn
Analytical Report No / : 040002592060 Date of Analysis / + 10.07.2024
AHaJInTHYECKHH oTyeT No JlaTa aHaIH3a
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
JlaTa npon3BoacTBA T'ogen no
Analysis performed according ND / Ananus nposenen mo HJL: JI[1-001365-170222
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Jﬁ: Test / ITokasaTesn Results / PesyabTaTh! Specification / Hopma
6A Visible particles / Complies / CooTBETCTBYET Should correspond to requirements. /
BuauMble 4aCTHLbI B COOTBETCTBHHU € TPEOOBAHHAMMU.
6B Invisible particles /
HeBuaumble 4aCTULIBL:
i. Particles> 10 pm/ 26 not more than 6000 per ampoule /
YacTun pasMepoM > He 6onee 6000 Ha aMmyIy;
10 MKkM
ii. particles>25 pm/ 00 not more than 600 per ampoule /
YaCTHL pa3MEPOM > He 6onee 600 Ha amIyIy.
25 MKkM
7 Related substances / PoacTBeHHbIe IPUMECH
Impurity A / [Tpumecs A 0.15% not more than 0.20% / He Gonee
0,20 %;
Impurity B / TIpumecs B Below LOD (1LOD = 0.014 %) / not more than 0.50% / He Oosee
Hwxe npenena obHapyxenus (I10 0,50 %;
=0.014 %)
Impurity C / Ilpumecs C Below LOQ (LOQ = 0.033%) / not more than 0.50 % / He Oonee
Huxe npenena KOMH4ECTBEHHOIO 0,50 %;
onpeaenenus (ITKO = 0.033%)
Impurity D / Ilpumecs D Below LOD (LOD = 0.014 %) / not more than 0.20% / He OGonee
Hwxe npenena obuapyxenus (I10 0,20 %.
=0.014 %)
Any unspecified impurity / 0.06% Not more than 0.20 % / He 6onee
EnunnyHas HeuaeHTUhHLI- 0,20 %.
poBaHHas MPUMECh
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeyanue: IIpoaykT cooTBeTcTBYET Tpeboranusam HJJ 3axmouenune: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[oarotosneno: Ambresh - | Iposepeno: Santosh Kumar | Onobpeno: Menemxkep / Pykogoaurens
Kumar Cy Maurya ( lﬁ Manoj Kumar 4
C'""’{)
Reprint Date / Reprint Date / Reprint Date /
Hara: 10.07.2024 Hara: 10.07.2024 JHara: 10.07.2024

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Tel: +91 40 1800 2900, Fax: +51 40 49C05 2999, Email: mail@drreddys.com
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CEPTUDPUKAT AHAJIN3A

Product : /

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

Ipoaykr: Ketopon® (keToposak) pacTBOp JUis BHYTPHBEEHHOTO H BHYTPHMbILIEUHOTO BBeIeHUs, 30 Mr/mia
BatchNo / : V240438 Batch Quantity / : 272727 ampules /
CepHin Ne O06bem cepun 272727 amnyin
Analytical Report No / : 040002592060 Date of Analysis / : 10.07.2024
AunaJiurn4eckHii oruet Ne JlaTa anaauza
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
JlaTa npon3BoacTBa I'open 10

Analysis performed according ND / Ananms nposeaen no HJI: JII1-001365-170222

Page3 of 5/Crp.3m35

J;I.oo Test / [lokasaTesb Results / Pe3yabTaThl Specification / Hopma
Total impurities / Cymma 0.21 % Not more than 1.50 % / He 6onee
npumeceit 1,50 %.

8 Extractable volume / 1.0ml/ 1.0 mn Not less than lahel claim (1.0 ml.)/
H3pnekaemslii 06beM He menee nomuHanbHoro (1,0 m)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepuanbHbie <=(.725 ED/mr tromethamine. / He 6onee 5,8 EQ/mr
IHAOTOKCUHBI KETOpoJlaka TpPOMEeTaMUHa.

10 Sterility (every 15th batch) / NA Must be sterile. / Jlomxen ObITh
CTepuibLHOCTD (IS KAXN0H CTEPHIBHBIM.
15-0ii cepun)

1;.:) Test / [Ioka3zaTeb Results / Pe3yabTaTbl Specification / Hopma

11 Assay / KosnuecTBeHHOE 30.00 mg / 30.00 mMr From 27.0mg to 33.0mg of

onpejesieHue CisHi3sNO3- C4H 1 NO; (ketorolac

tromethamine) per 1 mL. / Ot 27,0 Mr
no 33,0 Mr C15H13N03‘C4H11NO3
(keToponaka TpOMeTaMHUH) B 1 Mi1.

12 Alcohol content / ITanon 11.76 % From 10.60 % to 12.60 %. /
Ot 10,60 % 1o 12,60 %.

Remarks : The Product confirms to ND/
Ipumeuanue: [TpoaykT cooTBeTcTBYeT Tpebopanusm HJI

Conclusion : APPROVED /
Zaxmwuenne: OJJOGPEHO

Prepared by /
Iloarorosneno: Ambresh

Checked by /
Ilposepeno: Santosh Kumar

Maurya Qﬁ_,

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / PykoBoaurenb
Manoj Kumar ]

Kumar i 653%/
Reprint Date /

Jara: 10.07.2024

Reprint Date /
Hara: 10.07.2024

Reprint Date /
Jara: 10.07.2024

Registered Office: 8-2-337, Road No 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Tek +91 40 4800 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.cem

CIN: LE5195AP1384

PLCCO4507
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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

CERTIFICATE OF ANALYSIS soE ey Eam
CEPTHO®UKAT AHAJIU3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
TIpoaykr: Keropon"™ (keToposiak) pacTBOp Ajisi BHYTPUBEHHOIO ¥ BHYTPHMBILIEYHOTO BBEACHHS, 30 Mr/ma
BatchNo / : V240438 Batch Quantity / : 272727 ampules /
Cepus Ne O6neM cepun 272727 amnyn
Analytical Report No / : 040002592060 Date of Analysis / : 10.07.2024
AHAaJUTHYECKHI oTyeT N2 Jara ananau3a

Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027

JlaTa npoH3BOICTBA I'onen go

Analysis performed according ND / Auayn3s nposegen no HJL: JII1-001365-170222

Paged4 of 5/Crp. 4u3 5

No

Test / IToka3aTeb
Ne

Results / Pe3ynbTaThl

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. /

ITo 1 w™Mn B amoyiasl u3
CBETO3AILUTHOIO CTexIa
xopuuneporo iiacca I (USP). B
BepXHeH 4acTH aMIlyJibl HaHECEHBI
KOJIBLIO Y TOodYKa s pasiaoma. Ha
amITyJTy HaKJIEeMBaIOT STHUKETKY.

I[To 10 ammyn c HHCTpYKLMEH 1o
[pUMEHEHUIO MOMEIaoT
B [IBX/anroMunuessiit 6nuctep.

[To 1 6ucTepy B NayKy 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. /

Illo 1 Mo B aMmnyiasl H3
CBETO3aLIMTHOrO CTEKJIa KOPUIHEBOTO
WM TEMHO-KOPHYHEBOrO  LBeTa
knacca I (USP). B BepxHel uactn
aMIyJIbl HaHeceHbl KOMBLO WM TOYKa
1t pasnoMa. Ha ammyily HakjieuBaroT
ITUKETKY.

ITo 10 amnyn c¢ MHCTpyKIue# [10
NPUMEHEHUIO NOMEILAIOT
B [IBX/amomuHueBbIi OucTep.

ITo 1 6nucTtepy B Mauky KapTOHHYIO;
s cragdoHapoB: mo 2, 3, 5
GJIHCTEPOB B [TAYKY KAPTOHHYIO.

14 Labelling / MapkupoBska

According to ND / B cootsetcTBuu ¢ HJI.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3aummiessoM
OT CBeTa MecTe Mpu TeMmnepartype He Beie 25 °C. He 3aMopaxuBarh.

16 Shelf-life / Cpok rogHocTH

3 years. / 3 rona.

Remarks : The Product confirms to ND/
IMpumeuanwe: [Ipoaykt cooTBeTcTBYeT Tpeboanuam HJL

Conclusion : APPROVED /
3akarwuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: Ambgesh Ipoeepeno: Santosh Kumar | Ono6peno: Menemkep / PykosoauTens
Kumar "'-'m& = Maurya )W Manoj Kumar -

Cgf,h-""/ —_— ( a
Reprint Date / Reprint Date / Reprint Date /
Hata: 10.07.2024 Hata: 10.07.2024 Hara: 10.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd)j,
Distt. Solan, H.P.,, 173 205, INDIA

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

CEPTU®UKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keToponak) pacTBOp [Jsi BHYTPHBEHHOTO M BHYTPHMBILIEYHOTO BBeIeH s, 30 mr/mn
BatchNo / : V240438 Batch Quantity / : 272727 ampules /
Cepus Ne O6nemM cepuH 272727 amnyn
Analytical Report No / : 040002592060 Date of Analysis / : 10.07.2024

AnaJjintHyeckuii oruer Ne

Jara ananau3a

Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027

JaTa npon3BoaACTBA

Tomen go

Analysis performed according ND / Auann3 nposegen mo HJI: JITT-001365-170222

Page50f5/Crp.5u3 5

API name / Haumenosanune A®C:

Ketorolac tromethamine / KeToposaka TpOMETaMUH

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number / ABQHO006833

Howmep cepun npouspoautess ADC:

FP Manufacturer API Batch number /
Homep cepun cy6eTanuun mpoussoautens LJId:

FEQA00570

API Manufactured by & country
IIpouseoanrens APC, crpaHa:

/ Dr. Reddy's Laboratories Ltd., India /
I-p Pennw'c Jlabopartopuc JITn., Munus

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeyanue: I[Iponykr cooTsercTBYeT TpeboBanuam HJI 3akmouenne: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Iloprorossneno: Ambresh ITposepeno: Santosh Kumar | OpnoGpeno: Menemxkep / Pykopoaurens
Kumar Qﬂiéy‘ Maurya r’;\;r_r ) Manoj Kumar : 5
Reprint Date / Reprint Date / Reprint Date /

Hara: 10.07.2024 Jlata: 10.07.2024 Jara: 10.07.2024
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