Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJTIM3A

Product : /

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

IIpoaykT: Ketopon™ (KeToponak) pacTBOp [l BHYTPHBEHHOrO H BHYTPHMbILIEYHOro BBEACHHS, 30 mMr/mn
Batch No / : V240064 Batch Quantity / : 272727 ampules /
Cepus Ne Oo6bem cepun 272727 amnyn
Analytical Report No / : 890001722129 Date of Analysis / : 07.03.2024

AnajqurHdecKkui oruer Ne

JlaTa ananusa

Date of Manufacture /
JlaTa npoH3BOACTBA

: 02/2024

Toxen no

Date of Expiry /

: 0172027

Analysis performed according ND / Auann3 nposenen no HJI: JITI-001365-170222

Page 1l of 5/Crp. 135

i:) Test / IlokasaTenn Results / PesynbTaTsl Specification / Hopma
1 Description / Onucanue Clear  colorless  solution. / | Clear colorless to pale yellow solution.
IIpo3pauHslii OeclBETHBIN pacTBOP. / Tpo3pa4yHplii O€CLBETHBIN WM
CBETJIO-KENThIH pacTBOD.

2 Identification / The retention times of the main | The retention times of the main peaks
IopIMHHOCTH peaks in the chromatogram of test | in the chromatogram of test solution
solution correspond to those in the | should correspond to those in the
chromatogram of standard solution | chromatogram of standard solution of
of ketorolac tromethamine and | ketorolac tromethamine and naproxen
naproxen (Assay section) / Bpemena | (Assay section) / BpeMena
yOEpKMBAHHA OCHOBHBIX NVKOB HAa | YIECPXHBAHUS OCHOBHBIX IMKOB Ha
XpoMaTtorpaMme UCTILITYEMOTO | XpoMaTorpaMme HCTIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHaM | pacTBopa JOJDKHBI COOTBETCTBOBATSH
yIEpKUBAHUA OCHOBHBIX IHKOB Ha | BpPEMEHAM Y/EPXKHBaHHA OCHOBHBIX
XpOMaTorpaMme CTaHIAPTHOTO | IMHUKOB Ha XpoMaTorpamme
pacTBopa KETopojiaka TPOMETaMHMHA | CTaHAApPTHOrO PAacTBOpa KeTopoJaka
U HanpoKceHa (pasmen | TpoMmeTamMMHa M HamnpokceHa (pasgen

«KomuecTBeHHOE ONpeeIeHIE) «KonuuecTBeHHOE OIpeIeNCHUE))

3 Clarity / Ilpo3pauHocTb Complies / COOTBETCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuus
npernapara He JOJKHA MPEBbIIIATh
OMAJIECLEHIIHIO 3TANIOHA CpaBHEHMA .

4 Color / IlBeTHOCTD 0.04 Not more than 0.20 at 430 nm. /

He 6onee 0,20 npu JUTHHE BOJIHBI
430 HM.
5 pH 7.32 From 6.9 t0 7.9./ 01 6,9 no 7,9.

Remarks:; The Product confirms to ND/

Tpumeuanue: [IpogykT cooTBeTcTBYET Tpebosanuam H/I

Conclusion: APPROVED /
3axmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoxnrorosneno: Ram: Kan& IIposepeno: Pardeep Kumar | Omobpeno: Menemxep / PykoBoauTesns 1

,és.:j(‘ g Z ‘ Manoj Kumar Y att”(.
Reprint Date / \ 7 Reprint Date / Reprint Date / I
Jara: 07.03.2024 Jara: 07.03.2024 Hara: 07.03.2024

Pugistered Office: 8-2-337, Road Ne. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tol: +91 30 4900 2900, Fax: +91 40 4900 2999, email: mail@drredays.com

CIN: L35195AP1984PLCO0CASOT
www drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

D, Reddy's Labioratories Lid,
Formulation Unii-6

Vill, ¥het, Nalagarh Read, Badedi
Distt, Solan, H.P, 173 205, INDHA
Tel - +491 88166 %

R L P
Wil N, GVTCAGYECOM

Product : /

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

AHaJaTHYECKHI oTyeT No

Jara ananauza

IIpoaykr: Keropon® (keToponak) pacTsop JUlsl BHYTPHBEHHOTO H BHYTPAMBILIEYHOrO BBEACHHUA, 30 mr/mn
Batch No / : V240064 Batch Quantity / : 272727 ampules /
Cepus Ne O0nem cepuu 272727 amnyn
Analytical Report No / : 890001722129 Date of Analysis / : 07.03.2024

Date of Manufacture /
JlaTa npoH3BOACTBA

: 02/2024

T'opnen oo

Date of Expiry /

: 01/2027

Analysis performed according ND / Anaau3s nposegen no HJI: JITT-001365-170222

Page 2 of 5/ C1p. 2 u3 5

6 Particulate matter / MexaHnJyecKHe BKJIKYEHUSA

6A Visible particles /
BuayMele 4acTHilbl

Complies / COOTBETCTBYET

Should correspond to requirements. /
B co0TBETCTBHH C TpeOOBAHUSIMH.

6B Invisible particles /
HeBHanMble TaCTHIBL:

Hmxe npezaena obHapyxenus ([10
=0.014 %)

Any unspecified impurity /
EnuHuyHas HeUIeHTUDHLIK-
poBaHHas IPUMeCh

0.06%

i. Particles> 10 pm/ 11 not more than 6000 per ampoule /
YacTull pasMepoM > He 6onee 6000 Ha ammyiy;
10 mxM
il. particles>25 pm/ 00 not more than 600 per ampoule /
YacTHUL pa3MEPOM > He 6onee 600 Ha amIyy.
25 MKM
7 Related substances / PoacTeBeHHble npuMecH
Impurity A / Ilpumecs A 0.16% not more than 0.20 % / He Oonee
0,20 %;
Impurity B / Ilpumeck B Not detected / He o6Hapyxena not more than 0.50 % / He 6onee
0,50 %;
Impurity C / IIpumecs C Below LOQ (LOQ = 0.033%) / 805t0 I;(?re than 0.50 % / Be 6omee
Hixe npezena KOJIMYECTBEHHOTO WY
KO = 0.033 %
Impurity D / [Tpumecs D grpEHgners ) not more than 0.20 % / He 6onee
Below LOD (LOD = 0.014 %) / 0,20 %.

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

Remarks: The Product confirms to ND/
IMpumeyanue: Ilpoaykt cooTBeTcTBYeT TpeboBanuam HJI

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

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

IMoarorosneHo: na Kant IIposepeno: Eardeep Kumar | Omo6peno: Menemxep / Pykoroautests
@ﬁ'md = ‘ Manoj Kumar Q‘:ﬁh/

Reprint Date/ Reprint Date / Reprint Date / ;

Hara: 07.03.2024 Jlara: 07.03.2024 Hara: 07.03.2024

Registered Office: 8-

Tel: +91 40 1900 2900, Fax: +91 30 -

-337, Road Ne. 3, Banjara Hills, Hyderabad - 500024, Telangana, indin
1000 2999, Email: muit@driaddys.com

CIN: L85 195APT19E84PLCONA507

wwiw.drreddys.com
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D, Reddy's Laboratories id
Formulation Unit-6
iarh Road, Badgd,

N e L B PO B I N
s, 173 205, INDHA

Tel: 491 98156 56001-02

wwwdrieddys,com

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIM3A

Product : / Ketorol (Ketorolac)

solution for intravenous and intramuscular injections, 30 mg/ml

IIpogykr: Kertopon® (keTopomak) pacTBop Ajisi BHYTPHEEHHOIO ¥ BHYTPUMBIIIEUHOro BBeAeHH S, 30 Mr/ma
Batch No / : V240064 Batch Quantity / : 272727 ampules /
Cepus Ne ObbemM cepHH 272727 amnyn
Analytical Report No / : 890001722129 Date of Analysis / : 07.03.2024

ApajgnTHyeckui oTyet No

Jara ananusa

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2027

JlaTa npoH3BOACTBA

Tonen oo

Analysis performed according ND

/ Ananus nposenen no HJI: JIT1-001365-170222

Page3 of 5/Crp.3 m35

Total impurities / Cymma 0.28% Not more than 1.50% / He 6onee
npuMecei 1,50 %.

8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /
H3Biexaemblii 00bem He menee HomuHaneHOTO (1,0 M)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepuajbHble <=0.725 E3/mMr tromethamine. / He 6onee 5,8 EQ/mr
IHAOTOKCHHBI KETOpoJiaka TPOMETaMHHA.

10 Sterility (every 15th batech) / NA Must be sterile. / [domkeH ObITH
CrepuabHOCTL (A5 Kaxa0#i CTEPUIIbHBIM.
15-0ii cepun)

11 Assay / KosiuuecTBeHHOE 29.77 mg/ 29.77 mr From 270mg to 33.0mg of
onpejeJieHHe CisHisNO3 C4H11NOs (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
pi(e] 33,0 Mr C15H]3NO3‘C4H11NO3
(keTopojiaka TPOMETaMHH) B 1 ML
12 Alcohol content / Itanon 11.79 % From 10.60 % to 12.60 %. /
Ot 10,60 % no 12,60 %.
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
IMpumeyanue: Ilponykr coorBeTcTByeT TpeboBanusm HJI 3axmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Ram Kal‘f [poeepeno; Pardeep Kumar | Onobpeno: Menemxep / Pykosoz b
\ . E.t./ ) Manoj Kumar &Z‘uaﬂ
Reprint Date/ ¥ 17 Reprint Date / Reprint Date /
Hara: 07.03.2024 Jara: 07.03.2024 Jara: 07.03.2024
Registered Office: 3-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

-2-33
Tal: +91 40 4900 2200, Fax: +91 40 4990 2999, Ermait: mall@drreddys.com
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D1 Reddy's Laboratories Lid
Formulation Unit-6

Yill. Khol, Nalagarh Road, RBadidli,

Distt. Solan, H.P., 172 205, IND{A

Tel 1 +91 93166 56001-02

CERTIFICATE OF ANALYSIS s drreddys com
CEPTUOUKAT AHAJIN3A '

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykT: Ketopon® (keToposiak) pacTBop Ajisi BHYTPHBEHHOTO H BHYTPUMBILEYHOrO BBeAeH s, 30 Mr/mn
Batch No / : V240064 Batch Quantity / : 272727 ampules /
Cepui Ne Oo0bem cepun 272727 amnyn
Analjytical Report No / : 890001722129 Date of Analysis / : 07.03.2024
AHaJluTHIeCKHH oT4eT Ne JlaTa ananuza
Date of Manufacture / : 02/2024 Date of Expiry / : 01/2027
JlaTa npou3BojcTBA TI'ogen mo
Analysis performed according ND / Anasns nposegen no HJI: JI[1-001365-170222

Page4 of 5/Crp. 4u3 5

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. /

Ilo 1 wMn B amnyasl u3
CBETO3aLUHTHOIO CTeKna
kopuynesoro knacca I (USP). B
BEpXHEM YacTU aMIlyJbl HaHECEHbI
KOJIBIIO M TOYka Juis pasnoMa. Ha
aMITyJTy HaKJIEUBAIOT ITUKETKY.

ITo 10 amMmyn ¢ HHCTpYKUHEH Mo
NPUMEHEHUIO MOMEIIAOT
B II1BX/aoMHBHUEBEIH OIHCTED.

ITo 1 6nucTepy B MayKy 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 MI B aMmioyjlsl U3
CBETO3ALIUTHOrO CTEKIIa KOPMYHEBOTO
WIA  TEMHO-KOPUYHEBOTO  IIBETa
knacca I (USP). B BepxHel yacTH
aMITyJIbl HaHECeHHl KOJBLO M TOYKa
11 pasioMa. Ha aMnymy HakIeuBaroT

STHKETKY.
[Mlo 10 ammyn ¢ HMHCTPYKLMEH Mo
NPHUMEHEHHIO [OMELLAIOT

B IIBX/arOMUHHEBBIH GIHCTED.

ITo 1 6nuctepy B Ma4Ky KapTOHHYO,
JUI4  cTanuoHapoB: mo 2, 3, 5
6JMCTEPOB B IaUKy KApTOHHYIO.

o 1 6nucTepy B MaYKy KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cooteerctuu ¢ HJI.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3aliMILEHHOM
OT CBETa MECTe NpH TeMIeparype He Bbiute 25 °C. He 3amMopaxuBaTh.

16 Shelf-life / Cpok rogHocTH

3 years. / 3 rona.

Remarks: The Product confirms to ND/
[Tpumeuanue: IIpoaykt cooTBeTcTBYeT Tpebosanusam HJT

Conclusion: APPROVED /
Sakaouenne: OJOBPEHO

Prepared by /
[Toarorosneno: Rama Kant

Checked by /
IMpoeepeHo: Pardeep Kumar

Opnobpeno:

Manoj Kumar

Approved by: Manager/Executive /

Menemxep / PykoBoHTe s (}

Koot
Reprint Date / W
Jara: 07.03.2024

Reprint Date /
Jlata: 07.03.2024

Reprint Date /
Jarta: 07.03.2024
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CERTIFICATE OF ANALYSIS

CEPTHDPHKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
[poaykT: Ketopon™ (xeToposak) pacTBOp /11 BHYTPHEEHHOTO W BHYTPUMbIIUEYHOrO BBeAeHH, 30 Mr/ma
Batch No / : V240064 Batch Quantity / : 272727 ampules /
Cepas Ne O6beM cepun 272727 amnyn
Analytical Report No / : 890001722129 Date of Analysis / : 07.03.2024
AnamaTnyeckui oryer Ne JlaTa anaan3a
Date of Manufacture / : 02/2024 Date of Expiry / : 01/2027
JlaTa npon3BoicTBa Togen xo
Analysis performed according ND / Ananns nposeaen no HJI: JI[1-001365-170222

Page 50of 5/ Crp. 5u3 5

API name / Haumenopanue A®C: Ketorolac tromethamine / KeToponaka TpoMeTaMHUH

INN / MHH: Ketorolac / Ketoposak

API manufacturer batch number /

Howmep cepnu nponssoautenst AQC: ABQE005022

FP Manufacturer API Batch number /

Howmep cepun cybeTanumnn npounssoantens IId: FEQA00497

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

IIpomssoautenb ADC, cTpana: J-p Penmu'c Jla6opatopuc Jita., Mnaus

Remarks: The Product confirms to ND/ Conclusion: APPROVED /

ITpumeuanue: [poaykT coorBeTcTBYET Tpeboanusam H/L 3axumouenune: OJOBPEHO

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

IToaroronnerio: Rama Kant IIpoBepeno: Pfrdeep Kumar | QuolGpeno: Mernemikep / Pykopogurenn
.Am.lhf‘.ﬂ oot 3 i Manoj Kumar ;‘;:,20 oV

Reprint Date/ =~ \~ Reprint Date / Reprint Date / e

Jara: 07.03.2024 Jara: 07.03.2024 JHara: 07.03.2024

dara Hills, Myderaba
A900 3995, E




