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CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUO®PUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IMpoelykT: Keropon® (ketoposak) pacTBop Ulsl BHYTPUBEHHOTO M BHYTPUMBIILEYHOTO BBENEHHUS, 30 Mr/Ma
BatchNo / : V240468 Batch Quantity / : 272727 ampules /
Cepasi Ne Oo6beM cepiii 272727 amniyn
Analytical Report No / : 890001748222 Date of Analysis / : 15.07.2024
AxasiiTHYecKHH oTyeT Ne JarTa aHaan3a
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
JlaTa Ipon3BoacTBa I'omen 10
Analysis performed according ND / Auanus nposeaen no HJI: JI[1-001365-170222

Pagel of 5/Crp.1u3 5

[Tpo3pauHslii GecLBeTHBIN pacTBOP.

Jﬁ.‘? Test / [Toxa3aTesb Results / Pe3yabTaTnl Specification / Hopma
1 Description / Onucanue Clear  colorless  solution. / | Clearcolorless to pale yellow solution.

/  Tlpo3pauHplii OECLBETHBIN WIIH
CBETNO-KENTHIH pacTBOp.

2 Identification /
IMoanuuHOCTL

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
YIEPXUBAHHS OCHOBHBIX ITHKOB Ha
Xpomarorpamme HCTIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHAM
YAEPXUBaHUS OCHOBHBIX IHKOB Ha
XpOoMaTorpaMme CTaHAAPTHOTO
pacTBopa KeTopojiaka TpOMETaMHHA
U HanpoKceHa (paznen
«Koi4yecTBEeHHOE OTpeIeIeHHE)

The retention times of the main peaks
in the chromatogram of test solution
should corresporid to those in the
chromatogram of standard solution of
ketorolac tromethamine and naproxen
(Assay section) / BpemeHna
YAEpXKKUBaHUSA OCHOBHBIX ITHKOB Ha
XpoMaTorpamme UCTILITYEMOTO
pacTsopa IOJDKHBEI COOTBETCTBOBATH
BpeMeHaM YICPXKUBAHUSA OCHOBHBIX
[TMKOB Ha XpoMaTorpamme
CTaHJapTHOTO pacTBOpa KETOpOJaKa
TpOMETaMHHa M HalpoKceHa (paznel
«KonmiecTBeHHOE OTIpe/IeeHUE)

3 Clarity / IIpospauyHocTh

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHUMs
npenaparta He HOJDKHA NPEBBIIATh
OMajieCLEHIIMIO 3TAIOHA cpaBHeHHUA I

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

5 pH 7.39 From 6.9 t0 7.9./01 6,9 10 7,9.

Remarks : The Product confirms to ND/
IMpumeuanue: [IpoaykT cooTeTcTBYET Tpebosanuam HJI

Conclusion : APPROVED /
Jaxiarouenue: OJJOBPEHO

Prepared by /
[Toarorosneno: Rama Kant

Checked by /
[poeepeno: Pardeep Kumar

<[ —

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

Amit Kumar /&/\ R
/

Al
Reprint Date / ‘

Jlata: 15.07.2024

Reprint Date /
Hara: 15.07.2024

Reprint Date /
Hara: 15.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
el +91 40 4800 2500, Fax: 491 40 49C0 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO0AS07
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Formulation Unit-6
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AHaJiiTHYEeCKHH oTyeT Ne

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
 IIpoAykr: Keropon®™ (keroponak) pacTBop Uit BHyTPUBEHHOIO H BHYTPUMBILIEYHOrO BBEACHHUS, 30 Mr/mMn
BatchNo / : V240468 Batch Quantity / : 272727 ampules /
Cep#n Ne O6beM cepuu 272727 amnyn
Analytical Report No / : 890001748222 Date of Analysis / : 15.07.2024

Jarta ananuza

JlaTa npon3BoaCTBa

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

T'onen no

Analysis performed according ND / Ananns nposegen no HJI: JIT1-001365-170222

Page2 of 5/Crp. 2u3 5

BuanMeIc 4acTHLbI

J;{: Test / [ToxasaTtean Results / PesyabTaThl Specification / Hopma
6 Particulate matter / MexaHnyeckHe BKJIIOYCHHSA
6A Visible particles / Complies / CooTBeTCTBYET Should correspond to requirements. /

B cooTBeTCTBUY ¢ TpeOGOBAHHUAMM.

6B Invisible particles /

HeBHaUMEBIE YaCTULBI:

1. Particles > 10 pm/
YacTul pazMepom >
10 MxkM

ii. particles > 25 pum/
4acTHL| pa3MepOM >

07 not more than 6000 per ampoule /
He 6onee 6000 Ha ammyny;

00 not more than 600 per ampoule /
He Oonee 600 Ha amnyiny.

IToarorosneno: Rama Kant

ot

25 MKM
4 Related substances / PoacrBeHHbIe NpUMecH
Impurity A / lIpumecs A 0.15% not more than 0.20% / He Oonee
0,20 %;
Impurity B / [Ipumecs B Below LOD (LOD =0.014 %) / not more than 0.50 % / He OGonee
Hwuxe nmpenena odnapyxenus (ITO 0,50 %;
=0.014 %)
Impurity C / Ilpumecs C Below LOQ (LOQ = 0.033%) / not more than 0.50% / He Oonee
Huxe npeaena Konu4eCTBEHHOrO 0,50 %,;
onpenenenust ([TKO = 0.033%)
Impurity D / Tlpumecs D Below LOD (LOD =0.014 %) / not more than 0.20% / He Oonee
Hwxe npenena obHapyxenus (ITO 0,20 %.
=0.014 %)
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: [Ipogykt cooTeeTcTBYET Tpebopanuam HJI 3akmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

[Mpoeepeno: Pardeep Kumar | Onobpeno: Menemkep / PykosoauTenb

P Amit Kumar N yer,
uzl_/_— [.' TR e

Reprint Date / \

Hara: 15.07.2024

Reprint Date / Reprint Date /
Hara: 15.07.2024 Jara: 15.07.2024

Fegisterzd Cifice: S-2-337, Road MNo. 2, Banjara Hills, Hyderabad - 500024, Telangana, india
Tel: 421 404900 2500, Fax: +51 40 4900 2999, Ermail: mail@drreddys com

CIN: L5 1954P1984PLCOCIS0TY
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P,, 173 205, INDIA
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CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUDOUKAT AHAJIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpolykr: Ketopon™ (keTopoiak) pactBop /sl BHYTPHBEHHOI'O U BHYTPUMBILIEYHOTO BBeAeHUS, 30 Mr/mn
BatchNo / : V240468 Batch Quantity / : 272727 ampules /
CepHst Ne O0beM cepuu 272727 amnyn
Analytical Report No / : 890001748222 Date of Analysis / : 15.07.2024
AHaJIITHYECKHI oTdyer No JlaTa aHaim3a
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
JlaTa npousBoacTea I'ogen 1o
Analysis performed according ND / Anaius nposegen mo HJI: JI1-001365-170222

Page3 of 5/Cip.3u3 5

JJT‘: Test / IlokasaTennb Results / Pe3yabTaThl Specification / Hopma
Any unspecified impurity / 0.05% Not more than 0.20 % / He Gonee
EnvHuuHasg HeUASHTHQULH- 0,20 %.
pOBaHHas NpUMeECh
Total impurities / Cymma 0.20 % Not more than 1.50 % / He 6oiee
npumecen 1,50 %.

8 Extractable volume / 1.1ml/ 1.1 mMn Not less than label claim (1.0 mL) /
H3Baekaemulii 00bem He menee HoMuHaneHoro (1,0 mn)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepuajibHble <=0.725 EDQ/mMr tromethamine. / He Gonee 5,8 ED/mr
JHAOTOKCHHBI KETOpoJIaKa TPOMETaMHHA.

10 Sterility (every 15th batch) / NA Must be sterile. / JdomxeH ObITh
CrepuiIbHOCTD (A1 KaXKA0H CTEPHUJILHBIM.
15-0ii cepumn)

i.? Test / Iloka3zaTesnb Results / Pe3yabTaThl Specification / Hopma

11 Assay / KonimuecTBeHHoe 30.84 mg /30.84 Mr From 27.0mg to 33.0mg of

onpeaesieHHe CisH13NO3-C4H 1 NO; (ketorolac

tromethamine) per 1 mL. / Ot 27,0 Mr
a0 33,0 MI’ C15H13NO3'C4H]1NO3
(xeTopornaka TpoMeTaMuH) B 1 ML

12 Alcohol content / ITanon 11.93 % From 10.60 % to 12.60 %. /
Ot 10,60 % no 12,60 %.

Remarks : The Product confirms to ND/
IMpumeuanue: [Iponykr cootsercTByeT Tpedoanusam HJI

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Prepared by /
ITogrorosnedo: Rama Kan

Qe

Checked by /
ITpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PykoBoauresns

Amit Kumar ~ -
/

Reprint Date /
Jara: 15.07.2024

Reprint Date /
Jara: 15.07.2024

Reprint Date /
Jara: 15.07.2024

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Tel. +01 40 4900 2900, Fax: +91 40 4900 2999, Cmail: mail@drreddys.com
CIN: LESIS5AP1984PLCO0ASTY
vww.drieddys.com
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Dr. Reddy's Laboratories [td.
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

CEPTUPUKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IpoAykT: Ketopon® (xeroposiak) pacTBOp Uit BHYTPHUBEHHOTO M BHYTPHUMbILIEYHOrO BBelleHus, 30 mr/mn
BatchNo / : V240468 Batch Quantity / : 272727 ampules /
Cepsra Ne O0bem cepru 272727 amnyn
Analytical Report No / : 890001748222 Date of Analysis / : 15.07.2024
AnajiiTH4decKknii oT4er Ne JlaTa aHa/IM3a
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
JlaTa npon3BoacTBa Tomen o
Analysis performed according ND / Ananns nposegen mo HJL: JII1-001365-170222
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No

Test / Iloka3aTtennb
Ne

Results / Pe3ybTaThl

Specification / Hopma

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 amoyiasl H3
CBETO3ALIUTHOTO cTeKnIa
kopuyHeBoro xnacca I (USP). B
BEpXHEH YacTH aMiryJbl HaHECEHEI
KONBLIO M TOYKa N pasioma. Ha
amIlyJly HaKJIeUBalOT 3THKETKY.

Mo 10 ammyn ¢ WHCTpyKUMed MO
MPUMEHEHHUIO MOMEILAIOT
B [IBX/amomMuHueBsIi Gnuctep.

ITo 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. /

ITlo 1 w™MaI B aMmOoynsl W3
CBETO3ALIUTHOTO CTEKIIa KOPHYHEBOTO
WIH  TEMHO-KOPUYHEBOrO  IBETa
kimacca I (USP). B BepxHeH uacTu
aMmyJibl HaHECEHbl KOJBLO M TOYKa
1s paznoMa. Ha amnyny Hakneusarot
STUKETKY.

Ilo 10 ammym c¢ HMHCTpyKIue#d 1o
NPHMEHEHUIO MOMEILAIoT
B [IBX/anmoMuHH1eBbIN OnHCTEp.

ITo 1 bnucrepy B NauKy KapTOHHYIO;
g cTaudoHapoB: mo 2, 3, 5
GJCTEPOB B Ta4Ky KAPTOHHYIO.

14 Labelling / MapxupoBka

According to ND / B cootBerctBun ¢ H/I.

15 Storage conditions /
XpauneHnne

In a place protected from light below 25 °C. Do not freeze. / B 3awuieHsom
OT CBETa MecTe npU Temneparype He Bolle 25 °C. He 3aMopaxuBars.

Prepared by /
IMToarorosneno: Rama Kant

B

Remarks : The Product confirms to ND/
Tpumeqanne: IMpoaykr cooTreTcTBYET TPEbOBaHHAM HI

Conclusion : APPROVED /
3akmouenne; OQJOBPEHO

Checked by /
IIposepeno: Pardeep Kumar

<L

Approved by: Manager/Executive /

Opnobpeno: Menemxep / PykoBogures

Amit Kumar /S(\ -
S /

Reprint Date /
Jlara: 15.07.2024

Reprint Date /
Jara: 15.07.2024

Reprint Date /
Hara: 15.07.2024

Registered Cfficer 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Tel: +91 40 4900 2900, Fax: 91 40 49C0 2999, Email: mail@drreddys.com
CIMN: LSE195AP1934PLCCOI507
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tol : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.coim
CEPTHOPUKAT AHAJIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
poAykT: Kertopon® (keroponak) pacTBop Ul BHYTPHBEHHOTO M BHYTPUMBILIEUHOrO BBEAEHHUS, 30 Mr/mi
BatchNo / : V240468 Batch Quantity / : 272727 ampules /
Cepuf Ne O6bem cepHu 272727 amnyn
Analytical Report No / : 890001748222 Date of Analysis / : 15.07.2024
AnasIuTHYeCKHH oT4yeT No Jdata anaamza
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
JlaTa Npou3BOACTBa T'ogen no

Analysis performed according ND / Ananaus nposenen mo HJI: JIT1-001365-170222

PageSof 5/Crp. 5u3z 5

No
No

Test / Iloka3arennb

Results / PesyabTaThl

Specification / Hopma

16 Shelf-life / Cpok roanoctu

3 years. / 3 roga.

API name / Haumenosanune A®C:

Ketorolac tromethamine / Keroponaka TpoMeTamMuH

Homep cepuu cyGcTanuuu npoussoautest LJID:

INN / MHH: Ketorolac / KeToponak
API manufacturer batch number /

Homep cepun npouspoautessi AOC: skl

FP Manufacturer API Batch number / FEQA00570

Hpouseoauteanr A®C, ctpaHa:

API Manufactured by & country /

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

Remarks : The Product confirms to ND/
Ipumeuanne: IlpoaykT cooTBeTcTBYET TpeboraHusm HJ

Conclusion : APPROVED /
3akarouenne: OJIOBPEHO

Prepared by /
IMoarorosieHo: Rama Kant

§ulpd

Checked by /
IIporepeno: Pardeep Kumar

“‘-‘-j——‘_

Approved by: Manager/Executive /
OpnobpeHo: Menemxep / Pykopoauresnsb

Amit Kumar \ R
‘_' Se—t

)

Reprint Date /
JHara: 15.07.2024

Reprint Date /
Jara: 15.07.2024

Reprint Date /
Hara: 15.07.2024

Registerad Cffice: §-2-337, Road No. 2, Banjara Hills, Hyderabad - 500024, Telangana, india
Tel: +01 40 4500 2900, Fax: +91 40 4900 2999, Emisil: mail@drreddys.com
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