Dr.Reddy’s €3¢

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

AHaJluTHYECKHH oT4eT Ne

JlaTa ananusa

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUPUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Ketopon® (keToposiak) pacTBOp A/ BHYTPUBEHHOTO M BHYTPHMbILIEHHOrO BBEAeHHH, 30 mr/ma
BatchNo / : V240466 Batch Quantity / : 272727 ampules /
Cepusa Ne O0nem cepun 272727 amnys
Analytical Report No / : 890001748221 Date of Analysis / : 10.07.2024

Date of Manufacture /
JlaTa npoH3BOACTBA

: 06/2024

Toxen no

Date of Expiry /

: 05/2027

Analysis performed according ND / Ananus nposenen no HJI: JII1-001365-170222

Page 1 of S/Crp.1mu35

IIpo3paunslit 6eCBETHBIH pacTBOP.

";{: Test / Iloka3aTesib Results / Pe3ynbTaThl Specification / Hopma
1 Description / Onucanue Clear colorless  solution. / | Clear colorless to pale yellow solution.

/ Tlpo3payuslii OecHBETHBIX WIH
CBETJIO-XKENThIH pacTBOp.

2 Identification /
I[HomIMHHOCTDL

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
yIEep)KHBaHUA OCHOBHBIX MHMKOB Ha
XpoMaTorpaMme UCTIBITYEMOTO
PacTBOpa COOTBETCTBYIOT BpeMEHaM
YHEPXKHUBaHUA OCHOBHBIX IHKOB Ha
XpoMaTorpaMme CTaHJapTHOI'O
pacTBOpa KETOpoJiaka TPOMeTaMHHA
H HalpoKceHa (paznen
«KOJIM1eCTBEHHOE ONpPEACIECHNE)

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
yaepKUBaHHS OCHOBHBIX MHKOB Ha
XpomarorpaMmme UCIBITYEMOTO
pacTBOpa IOJDKHEL COOTBETCTBOBATh
BpeMeHaM YIEpP)KHBAHUS OCHOBHBIX
MUKOB Ha XpoMaTorpaMmme
CTAHJAPTHOTO PacTBOpa KeToponaka
TpOMETaMHHa U HampokceHa (paszen
«Konu4ecTBEHHOE ONpeIENCHUE)

3 Clarity / IlpospauHocTb

Complies / CooTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHuus
npenapara He NOJDKHA MPEBbILIATH
omayecleHLHIO 3TaJloHa cpaBHeHMA L.

4 Color / IIBeTHOCTD 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu LIKMHE BOJIHBI
430 =M.

5 pH 7.31 From 6.9t07.9./016,9 no 7,9.

6 Particulate matter / MexaHnuyeckue BKJIKYCHHSA

Remarks : ‘T'he Product confirms to ND/
ITpuMeuanue: [IpoaykT cooTBEeTCTRYET TpeboBaHuaM HJL

Conclusion : APPROVED /
3akmouenune: OJJOBPEHO

Jara: 10.07.2024

Jara: 10.07.2024

Prepared by / Checked by / Approved by: Manager/Executive /

[ToarotosneHo: Ambresh I[Tpoeepeno: Santosh Kumar | OgobpeHo: Menemxep / Pykosonurenb

Kumar N Maurya ‘ Manoj Kumar ~
oSt | Mawy Qe | Mano

Reprint Date / Reprint Date / Reprint Date /

Jata: 10.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills,

Hyderabad - 500024, Telangana, india

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L§51554P1934PLCO04507
www,drraddys.com
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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

CEPTUO®UKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: KeTtopon® (keToponak) pacTBOp JUIsi BHYTPMBEHHOTO M BHYTPUMBIIIEYHOTrO BBeAeHUS, 30 mMr/mun
Batch No / : V240466 Batch Quantity / : 272727 ampules /
Cepus Ne O0nbem cepru 272727 amnyn
Analytical Report No / : 890001748221 Date of Analysis / : 10.07.2024
AHaJIHTHYeCKHi oTyeT Ne JaTa ananunza
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
JlaTa npon3BOACTBA Tomen no
Analysis performed according ND / Ananu3 nposegen mo HJI: JI1-001365-170222
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jNo

Test / IlokazaTennb
Ne

Results / Pe3yabTaThI

Specification / Hopma

6A Visible particles /
Buaumble 4acTUIIB!

Complies / COOTBETCTBYET

Should correspond to requirements. /
B cooTBeTcTBUH C TPeOOBAaHHUSIMH.

6B Invisible particles /
HesuanuMble yacTHLIBI:

i. Particles> 10 um/ 18 not more than 6000 per ampoule /
YacTHil pasMepoM > He 6onee 6000 Ha aMnyTy;
10 MxM

ii. particles > 25 pm/ 00 not more than 600 per ampoule /
YacTHUIl pa3MeEPOM > He 6onee 600 Ha ammyIy.
25 MxM

7 Related substances / PoacTBeHHbIe mpUMecH
Impurity A / Ilpumecs A 0.15% not more than 0.20 % / He 6onee

0,20 %;

Hwxe nipenena ooHapyxenus (I10

Impurity B / IIpumecs B Below LOD (LOD = 0.014 %) / not more than 0.50% / He 6onee
Hmxe npenena obHapyxenus (ITO 0,50 %;
=0.014 %)
Impurity C / ITpumecs C Below LOQ (LOQ = 0.033%) / not more than 0.50% / He 6onee
Hmxe npeaena KOMH4ECTBEHHOTO 0,50 %,;
ompepenenus (ITKO = 0.033%)
Impurity D / [TpumMecs D Below LOD (LOD =0.014 %) / not more than 0.20% / He 6onee

0,20 %.

=0.014 %)

pOBaHHas IPUMECh

Any unspecified impurity /
EnvHuyHas HeuAeHTUDHIH-

0.06%

Not more than 0.20 % / He 6onee
0,20 %.

Remarks : The Product confirms to ND/
ITpumeuanue: [IpoaykT cooTBeTcTBYeT Tpeboanusm HJQ

Conclusion : APPROVED /
3akaouenne: OJOBPEHO

Prepared by /
IMToarorosnexno: Ambresh

Kumar @J:V

Checked by /
IIposepeno: Santosh Kumar
Maurya ﬂfL.q

\’__..——-'—"

Approved by: Manager/Executive /
Ono6peHo: Menemxep / Pykosoaureins

Manoj Kumar
s

Reprint Date /
JHarta: 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
Tel: +91 40 4900 2900, Fax: +91 40 49C0 2999, Email: mail@drreddys.com
CIN: LS5195AP1984PLCO04507
wwnw drraddys com
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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
CEPTUOPUKAT AHAJIU3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IpoAykr: Ketopon® (keToposak) pacTBop /Uil BHYTPUBEHHOrO M BHYTPUMBILIEUHOTO BBeACHHS, 30 Mr/mi
BatchNo / : V240466 Batch Quantity / : 272727 ampules /
Cepua Ne O0nemM cepun 272727 amnyn
Analytical Report No / : 890001748221 Date of Analysis / : 10.07.2024
AHaJIaTHYecKHi oTueT No Jarta ananusa

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

JlaTta npou3BOJCTBA T'oxen no
Analysis performed according ND / Anaaus nposenen no HJI: JI[1-001365-170222

Page3ofS/Crp.3mu35

Ji{‘? Test / ITokasaTenn Results / PesyabTaThl Specification / Hopma
Total impurities / Cymma 0.21 % Not more than 1.50 % / He 6onee
npumeceii 1,50 %.

8 Extractable volume / 1.0ml/ 1.0 Mn Not less than label claim (1.0 mL) /
H3enekaemslii 00bem He menee nomunanbHoro (1,0 mi)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BaxkTepuanbHble <=0.725 ED/mr tromethamine. / He 6onee 5,8 EQ/mMr
3HAOTOKCHHBI KeTOopoJiaka TPOMETaMUHa.

10 Sterility (every 15th batch) / NA Must be sterile. / JlomkeH ObITBH
CTepHABHOCTL (AN KaKAOH CTEPUJILHBIM.
15-0ii cepun)

if Test / [lokazaTenan Results / Pe3ynbTaThbl Specification / Hopma

11 Assay / KonnuecTBeHHOe 30.09 mg / 30.09 mr From 270mg to 33.0mg of

omnpeeseHue CisHi3NO3- C4H 1NOs (ketorolac

tromethamine) per 1 mL. / Ot 27,0 Mr
oo 33,0 MI C15H13N03‘C4H11NO3
(keToponaka TpomeTaMuH) B 1 ML

12 Alcohol content / ITanon 11.94 % From 10.60 % to 12.60 %. /
Ot 10,60 % nmo 12,60 %.

Remarks : The Product confirms

IMpumeyanue: [IpoaykT cooTBeTcTBYET TpeboBanuam HJI

to ND/

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Iloarotoeneno: Ambresh [posepeno: Santosh Kumar | Omob6peHo: Menemxkep / Pykosoaurens
Kumar Géf/ Maurya Q_ Manoj Kumar (

Reprint Date / Reprint Date / Reprint Date /

Jarta: 10.07.2024 Jara: 10.07.2024 Jlara: 10.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Tel: 491 40 4500 2900, Fax: +51 40 4900 2999, Email: mail@drreddys.com
CIN: LE51854P1984PLCO04507
wiew drraddys.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.coin
CEPTU®UKAT AHAJIU3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IpoaykT: Ketopon® (ketoposnak) pacTop Ul BHYTPHBEHHOTO H BHYTPUMBILIEUHOrO BBeAeHHUs, 30 Mr/mn
Batch No / : V240466 Batch Quantity / : 272727 ampules /
Cepus Ne O6bemM cepun 272727 amnyn
Analytical Report No / : 890001748221 Date of Analysis / : 10.07.2024
AnaJjinTH9ecKHil oTyeT Ne Jlara anaqn3za
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
Jara npou3BoacTBa T'ogen mo
Analysis performed according ND / Ananu3z nposexen no HJI: JITT-001365-170222
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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 wmMn B amoyasl u3
CBETO3aLIUTHOTO cTeKs1a
kopudHeBoro kmacca I (USP). B
BEpXHEW YacTH aMITyllbl HaHECEHEI
KOJIBIIO M TOYka ;U1 paioma. Ha
aMILyJly HaKJIEeHUBAIOT 3THKETKY.

[To 10 amMmyn ¢ HHCTpyKUMEH IO
NPHUMEHEHHIO MOMELAIoT
B [IBX/anmoMuHueBsIi Gnuctep.

Mo 1 6aucTepy B MavKy KapTOHHYHO.

i.? Test / [lokasaTennb Results / PesyabTaTsl Specification / Hopma
13 Packaging / YnakoBka 1 mL in class I light-shielding amber | 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 w™Mn B aMmoylnsl U3
CBETO3AIUTHOTO CTEK/Ia KOPHYHEBOTO
WId  TEMHO-KOPHYHEBOTO  IIBETa
knacca I (USP). B Bepxneil yactu
amITyNibl HaHECEHbI KOJNBLO H TOYKa
IUTs pasnoMa. Ha ammyny HakJeuBaroT
ITHKETKY.

Ilo 10 amnyn c UHCTpyKLued o
NPUMEHEHUIO MOMEILAK0T
B [IBX/anmoMuHu1eBbL i OUcTEp.

ITo 1 6aucTepy B NauKy KapTOHHYIO;
I cTaldoHapoB: mo 2, 3, S
0JHMCTEPOB B IAYKy KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B coorBetctBuu ¢ HJI.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3aiuuineHHoM
OT CBeTa MecTe NPH TeMIepaType He Bbile 25 °C. He 3aMopaxuBaTh.

16 Shelf-life / Cpok roanoctu

3 years. / 3 rona.

Remarks : The Product confirms to ND/
ITpumeuanue: IIpoaykT coorBeTcTBYET Tpebobanuam HJI

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: Ambresh [Iposepeno: Santosh Kumar Onobpeno: Menemkep / PykosouTesns
Kumar ([:SJ; & Maurya ,f—:— Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /

Jara: 10.07.2024 Hara: 10.07.2024 Hara: 10.07.2024

I a——— s S
Fegistored Qifice:

§-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
S00 2800, Fax: 81 40 4900 2999, Email: mail @ drreddys.com
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Dr.Reddy’s ":'.

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

AnaJIuTHYECKHH oTyeT Ne

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUHO®UKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Ketopon® (keToponak) pacTBOp /I BHYTPHBEHHOTO H BHYTPHMBILIEUHOTO BBeAEHHS, 30 Mr/ma
BatchNo / : V240466 Batch Quantity / : 272727 ampules /
Cepun Ne O0nem cepun 272727 amnyn
Analytical Report No / : 890001748221 Date of Analysis / : 10.07.2024

JlaTa anaju3a

JlaTa npon3BoacTea

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

Tomen mo

Analysis performed according ND / Ananu3 nposenen mo HJI: JII1-001365-170222

Page5of 5/Crp. 5m3 5

API name / Haumenosanue ADC:

Ketorolac tromethamine / Keroponaka TpoMeTaMHUH

INN /MHH:

Ketorolac / Ketoposak

API manufacturer batch number / ABQH006833

Homep cepuu npoussoautensa A®C:

FP Manufacturer API Batch number / FEQA00570

Homep cepnu cyGcranuun npouspoautenst [J@:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /

Ipouseoaurens APC, crpana:

I-p Pemmu'c Jlabopatopuc JIta., Huaus

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Mpumeuanue: [IpopykTt cooTBeTcTBYET TpeboBanusam HJL 3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroTtosneno: Ambresh [Ipoeepeno: Santosh Kumar | Ono6peno: Menemkep / Pykosoaurens
Kumar Qﬂ}i’//‘ Maurya i;)’,Q____. Manoj Kumar f i Ei
Reprint Date / Reprint Date / Reprint Date /

Jara: 10.07.2024 Jara: 10.07.2024 Jara: 10.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Tel: +91 40 4800 2900, Fax: +91 40 49C0 2999, Email: mail@drreddys.com

CIN: L35195AP1984PLCO04S07
www.drreddys.com




