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Dr. Reddy’s Laboratories [td.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND!A
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
Ilpoaykr: Keropon® (keToponak) pacTBop Aj11 BHyTPMBEHHOIO U BHYTPHUMBbILICYHOTO BBeeHHUs, 30 Mr/mn
Batch No / : V240516 Batch Quantity / : 272727 ampules /
Cepus Ne O0bem cepun 272727 amnyn
Analytical Report No / : 890001752128 Date of Analysis / : 31.07.2024
AHaauTHYecKHi oTyeT Ne HaTta apanausa
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
JlaTa npou3BoacTBA Tonen oo
Analysis performed according ND / Anann3 npoeegen mo HJI: JI[1-001365-170222

Pagelof 6/Crp. 113 6

ITpo3pauHsiii GecLIBETHBIH pacTBOP.

J‘]l:oo Test / IlokazaTenn Results / Pe3yabTaThl Specification / Hopma
1 Description / Onucanue Clear  colorless solution. / | Clear colorless to pale yellow solution.

/ TlpospauHplif OecUBETHBIN WIU
CBETJIO-XKENTHIH pacTBOp.

2 Identification /
IMopiuHHOCTH

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) / Bpemena
YIOEpKUBAaHUA OCHOBHBIX NMHKOB Ha
XpoMaTorpamme UCIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpeMeHaM
YAEpXKUBaHUS OCHOBHBIX MHUKOB Ha
XpOMaTorpamme CTaHAapPTHOTO
pacTBopa KeTopojiaka TpOMETaMHHA
u HaIpoKceHa (pa3nen
«KoJInuecTBEHHOE OIIPEEIeHUE»)

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
yIEpXKUBAHUA OCHOBHBIX ITHKOB Ha
XpoMaTorpamme HCTILITYEMOTO
pacTBopa NOJDKHbI COOTBETCTBOBATH
BpeMEHaM YAEPXKMBAaHUSI OCHOBHBIX
NHUKOB Ha XpoMmarorpamme
CTaHAAPTHOrO PAacTBOpa KETOpoJsaka
TpoMeTaMHHa M HarpoKceHa (pazzen
«KoniyecTBeHHOE ONpe/IeNeHUe»)

3 Clarity / Ilpo3pauHocTsb

Complies / CooTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension . / OnanecueHums
npenapara He JOJDKHA NpeBbILIaTh
onaJieCLCH MO ATalOHa CpaBHeHus 1.

4 Color / IlBeTHOCTDL 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu ANHUHE BOJTHEBI
430 um.

5 pH 7.35 From6.9t07.9./016,9 g0 7,9.

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

[Mpumeyanue: [ponykr coorrercTRyeT Tpebosanuam HJJ

3axmogenne: OJJOBPEHO

Jara: 31.07.2024

Hara: 31.07.2024

Jara: 31.07.2024

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosnexo: Santosh [Tpoeepeno: Pardeep Kumar | Ono6peno: Menemxep / Pykosoauresns
Kumar Maurya . : Amit Kumar A L

— g . ‘I. " /
Reprint Date / Reprint Date / Reprint Date/ Y

Registered Office: 8-2-337, Road No. 3, Banjera Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85135AP1584PLCO04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories |1d.
Formulaticn Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P,, 173 205, IND!A
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUPUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
ITpoaykr: Keropon" (keTtoposnak) pacTBOp [UTsl BHyTPUBEHHOIO W BHYTPUMBIIIEHHOIO BBEACHHUS, 30 Mr/mn
BatchNo / : V240516 Batch Quantity / : 272727 ampules /
Cepma Ne O0nem cepun 272727 amnyn
Analytical Report No / : 890001752128 Date of Analysis / : 31.07.2024
AnajliTayeckui oTyeT No JlaTa anau3za
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
JaTa npousBoicTea Toxen o
Analysis performed according ND / Auanu3 nposenen mo HJI: JII1-001365-170222

Page2of 6/Crp. 23 6

JJI::) Test / [Toka3aTenb Results / Pe3yabTaThl Specification / Hopma
6 Particulate matter / Mexannuyeckue BKJIOYEHHS

6A Visible particles /
Buanmele 4acTHLBI

Complies / CooTBeTCTBYET

Should correspond to requirements. /
B cooTBEeTCTBHH C TPeOOBaHUAMHU.

6B Invisible particles /
HeBunumble 4acTHILbI:

i. Particles> 10 pm/ 26 not more than 6000 per ampoule /
YacTHir pazMepoM > He G6onee 6000 Ha ammyny;
10 mkMm
ii. particles > 25 pm/ 01 not more than 600 per ampoule /
YacTHLL Pa3MEPOM > He Gonee 600 Ha ammyy.
25 MKM
7 Related substances / PoacTBeHHbIe NpuMecH
Impurity A / Ilpumecs A 0.15% not more than 0.20 % / He Oomnee
0,20 %;
Impurity B / [Ipumecs B Below LOD (LOD = 0.014 %) / not more than 0.50% / ne Oonee
Hwxe npenena obnapyxenus (I1O 0,50 %;
=0.014 %)
Impurity C / IIpumecs C Below LOQ (LOQ = 0.033%) / not more than 0.50 % / He OGonee

Hipxe npeena KOIM4ECTBEHHOTO
onpenenenus (ITKO = 0.033%)

0,50 %;

Remarks : The Product confirms to ND/

ITpumeuanue: IIponykt cootsercTByet TpebosaHuaM HIT

Conclusion : APPROVED /
3akawuenue;: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroTorneHo: Santosh IMposepeno: Pardeep Kumar | OnoGpeno: Menemiep / PyK{EP_nHTenL
Kumar Maurya ﬁ Amit Kumar N s &

Reprint Date / Reprint Date / Reprint Date /

Hara: 31.07.2024 Hara: 31.07.2024 Hara: 31.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +61 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1584PLCO04507
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories [td.
Formulaticn Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUPUKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IHpoaykr: Ketopon™ (keToposiak) pacTBOp JUis BHYTPHBEHHOIO M BHYTPUMBILIEYHOrO BBECH S, 30 Mr/mn
Batch No / : V240516 Batch Quantity / : 272727 ampules /
Cepus Ne Obnem cepun 272727 amnyn
Analytical Report No / : 890001752128 Date of Analysis / : 31.07.2024
AHAJIMTHYECKHH oT4eT No JlaTa ananuza
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
JlaTa npou3BoaCTBa I'open no

Analysis performed according ND / Ananu3 nposenes mo HJI: JITI-001365-170222

Page3 of 6/ Crp.3u3 6

JJI;J.oo Test / [loka3zaTesnb Results / Pe3yabTaTsl Specification / Hopma
Impurity D / [Tpumecs D Below LOD (LOD = 0.014 %) / not more than 0.20 % / He 6onee
Huxe npeanena odHapyxenus (I10 0,20 %.
=0.014 %)
Any unspecified impurity / 0.06% Not more than 0.20 % / He 6onee
EnunuuHas HeUAEHTUDULIH- 0,20 %.
pOBaHHas MpUMeCh
Total impurities / Cymma 0.21 % Not more than 1.50 % / He 0onee
npumMecen 1,50 %.

8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /
HN3Bnekaemblii 00bem He menee HomuHanbHoro (1,0 mi)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BaktepnannHbie <=(0.725 ED/mMr tromethamine. / He 6onee 5,8 ED/mMr
IHAOTOKCHHBI KeTOopo/iaKa TpOMeTaMUHa.

10 Sterility (every 15th batch) / NA Must be sterile. / JomxeH ObITh
CrepuibHOCTD (A8 KaXKAOH CTEPHILHBIM.
15-o0ii cepun)

Remarks : The Product confirms to ND/
 IIpumeuanne: IIpoaykt cooTBeTCTBYET TpebOoBaHMsm HJI

Conclusion : APPROVED /
Zakmouenune: OJJOBPEHO

Jara: 31.07.2024

Hara: 31.07.2024

Prepared by / Checked by / Approved by: Manager/Executive /
[Monrotoeneno: Santosh IMposepeno: Pardeep Kumar | Onobpeno: Menemxkep / Pykosogurens
Kumar Maurya __f./ Amit Kumar [&, y
Reprint Date / Reprint Date / Reprint Date / '

Jara: 31.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telaagana, India

Tet
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99, Email: maii@drreddys.com

CIN: L85135AP1584PLL0O94507
www.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories [td.
Formulaticn Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUDPUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ilpoaykr: Ketopon™ (keToposiak) pacTeop Julsi BHYTPUBEHHOIO M BHYTPUMBILIEHHOTO BBEACHHUS, 30 Mr/mi
Batch No / : V240516 Batch Quantity / : 272727 ampules /
Cepna Ne O6nem cepun 272727 amnyn
Analytical Report No / : 890001752128 Date of Analysis / : 31.07.2024
Anasiurnyecknii oryer Ne Jlara ananusa
Date of Manufacture / : 06/2024 Date of Expiry/ : 05/2027
JlaTta npou3BOACTBA TI'ogen no
Analysis performed according ND / Auanu3s nposeaen nmo HJL: JI[1-001365-170222

Page40f 6/Crp. 43 6

1;.:) Test / Iloka3aTesb Results / Pe3yabTaThl Specification / Hopma
11 Assay / KoinuecTBeHHoe 29.70 mg / 29.70 mr From 27.0mg to 330mg of
onpejesieHue CisH1sNO3 C4H  NOs (ketorolac

tromethamine) per 1 mL. / Ot 27,0 mr
o 33,0 Mr C15H13NO3'C4H|1NO3
(keTopoJyiaka TpOMETaMHH) B 1 MIL.

12 Alcohol content / ITaHon 11.95% From 10.60 % to 12.60 %. /
Ot 10,60 % no 12,60 %.

Remarks : The Product confirms

to ND/

| Ipumeyanue: TTpoaykT cootBeTcTBYeT TpeboBanram HJL

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Maﬁager/Executive /
[ToaroroBneHo: Samoii_ [Mposepeno: Pardeep Kumar | Ono6peno: Menemxep / PykosoauTens
Kumar Maurya p Amit Kumar S
Reprint Date / Reprint Date / Reprint Date /

Jara: 31.07.2024 Hara: 31.07.2024 Hara: 31.07.2024

Registered Offi

ce: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIMN: L85195AP1984PLCO04507

www.direddys.com
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Dr. Reddy’s Laboratories |td.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, IND!A
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUO®UKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoAykT: Ketopon™ (keToposak) pacTBOp JUlsl BHYTPHBEHHOTO H BHYTPUMbILIEUHOTO BBeeHHs, 30 mMr/mn
BatchNo / : V240516 Batch Quantity / : 272727 ampules /
Cepuisn Ne Oonem cepun 272727 amnyn
Analytical Report No / : 890001752128 Date of Analysis / : 31.07.2024
AHAJIATHYECKHIE oTUeT No Jara ananuza
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
JarTa npousBoacTBa T'ogen no
Analysis performed according ND / Ananns nposenen no HJ: JI1-001365-170222

Page Sof 6 /Crp. Su3 6

No

Test / I[Toka3zaTesb
Ne

Results / PesyabTaTh!

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. /

I[lo 1 w™Mn B aMmyls u3
CBETO3AILUTHOIO cTeKna
kopuunesoro wiacca I (USP). B
BepXHE! YacTu aMITylbl HaHECEHEI
KOABIIO W TOYKa Uil pazioma. Ha
aMITyNy HaKJIEUBAIOT 3THKETKY.

ITo 10 ammyn ¢ MHCTpYKLUeH IIo
NPUMEHEHHIO MOMELIAIOT
B [IBX/antoMuHueBsIi GnHCTED.

ITo 1 6iUcTepy B Na4Ky 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. /

Ilo 1 w™Mn B aMOynasl  u3
CBETO3ALIMTHOTO CTEKIAa KOPUYHEBOIO
WM TEMHO-KOPMYHEBOTO  L(BETA
kiacca I (USP). B BepxHel uacTtu
aMITyJIBl HAHECEHbl KOJNBLO M TOYKa
s paznoma. Ha amimymy HakJieuBaroT
ITHKETKY.

Ilo 10 amnyn ¢ MHCTPYKLHEH Mo
NpHMEHEHHUIO TIOMEILIAKOT
B [IBX/antoMUHMEBbIH ONUCTEP.

ITo 1 6nucTepy B a4Ky KapTOHHYIO;
UIs  cTaHuWoHapoB: mo 2, 3, 5
OnUCTEPOB B AYKY KApTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootBerctBuu ¢ HJ.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3amunieHHom
OT CBETa MECTe NpH TeMnepatype He Beiie 25 °C. He 3amopaXuBars.

Remarks : The Product confirms to ND/
IMpumeuanue: [IponykT cooTBeTCTBYET TpeboBanuam H/I

Conclusion : APPROVED /
3axkarwuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
ToarororneHo: Santosh IMpoeepeno: Pardeep Kumar | Ono6peno: Menemxep / Pykosoauresb
Kumar Maurya @/' Amit Kumar b
Reprint Date / Reprint Date / Reprint Date / '

Jara: 31.07.2024 Jlara: 31.07.2024 Jlara: 31.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLCO0AS0T7
www.direddys.com




Dr.Reddy’s ‘1:’

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories ltd.
Formulaticn Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUDPUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoaykr: Ketopon® (xeToponak) pacTBOp 1151 BHYTPUBEHHOTO U BHYTPHMBILIEYHOI0 BBEACHHS, 30 Mr/mi
Batch No / : V240516 Batch Quantity / : 272727 ampules /
Cepus Ne Oo6bem cepuu 272727 amnyn
Analytical Report No / : 890001752128 Date of Analysis / : 31.07.2024
AHAJIUTHYECKHI oTUeT No JlaTa ananuza
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
JlaTa npousBoacTea Togen go
Analysis performed according ND / Auanu3 nposesen mo H/I: JII1-001365-170222

Page 6 of 6 / C1p. 6 u3 6

No

Test / [Toka3zaTenb
No

Results / PesyabTaThl

Specification / Hopma

16 Shelf-life / Cpok rognocTu

3 years. / 3 roja.

API name / Haumenopanue ADC:

Ketorolac tromethamine / KeToponaka TpoMeTaMuH

INN / MHH:

Ketorolac / KeToponak

API manufacturer batch number /
Homep cepuu npoussoautensa ADC:

ABQHO006833

FP Manufacturer API Batch number /

Homep cepum cybcTanuum npoussoautens I'JI@:

FEQAO00570

API Manufactured by & country /
Mpouseoaurtenn ADC, crpana:

Dr. Reddy's Laboratories Ltd., India /
I-p Pennu'c Jlaboparopuc JIta., UHaus

Remarks : The Product confirms to ND/

[Tpumeuanue: [IpoaykT cooTBeTcTBYET Tpeboranuam HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarororneno: Santosh [TpoBepeno: Pardeep Kumar | Onobpeno: Menemxep / PykoBoaurenn
Kumar Maurya @( Amit Kumar A,~\\v

/ L_‘__“J__..-— o /
Reprint Date / Reprint Date / Reprint Date / '

Hara: 31.07.2024

Hara: 31.07.2024

Hara: 31.07.2024

Registered Office: 8-2-33

7, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +61 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CiIN: L851954P15S4PLCOO4507

wwww.direddys.com




