Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CEPTUDPHUKAT AHAJIU3A

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

ITpoaykr: Ketopon" (keToposak) pacTBOp Juis BHYTPUBEHHOTO M BHYTPUMBILIEYHOTO BBEAEHHs, 30 Mr/mn
Batch No / : V220922 |Batch Quantity / 1 27272 7ampules /
Cepus Ne O6bem cepuu 272727 amnyn
Analytical Report No / : 890001627785 Date of Analysis / : 11.11.2022
AHaJTHTHYECKH oTUeT No JdaTta anaausa

Date of Manufacture / : Sep.2022 Date of Expiry / : Aug.2025
|aTa npon3BoacTBa TI'ogen no

| Analysis performed according ND / Ananns nposenen mo HJI: JIT1-001365-170222
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[Ipo3pauHblit GecliBETHBIH pacTBOP.

ioo Test / IToka3aTenn Results / PezynbTaThl Specification / Hopma
1 Description / Onucanne Clear  colorless  solution. / | Clear colorless to pale yellow solution.

/ Tlpo3pauHelii OecUBETHBI  Wiu
CBETJIO-KENTHIH pacTBop.

2 Identification /
IMoannuuoOCTL

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
yIOEpPXKUBaHHSA OCHOBHLIX THMKOB Ha
xXpomarorpamme UCTILITYEMOTO
PacTBOpa COOTBETCTBYIOT BpeMEHaM
yIEpPKHBAHUA OCHOBHBIX THKOB Ha
XpoMarorpamme CT@HAaPTHOTO
pacTBOpa KeTopoyaka TpoMeTaMuHa
W HANPOKCEHA (paznen
«KoNMMYeCTBEHHOE ONpEAENEHUEN)

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
VIOCP)KHBaHUS OCHOBHLIX MHKOB Ha
XpoMaTorpaMme UCTIBITYEMOTO
pacTBopa [I0JDKHBI COOTBETCTBOBATH
BpEMEHaM YAEpXKUBaHUA OCHOBHBIX
THKOB Ha Xpomarorpamme
CTaHOApTHOTO pPacTBOpa KeTopolaka
TPOMETAMWHA W HATIPOKGEHA (paznen
«KonnuecTBeHHOE onpeneneHue»)

3 Clarity / IIpospauHocTh

Complies / CoorBeTcTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuus
npenapara He JOJDKHA NPEBbIILIATh
ONMaNIeCLEHIIHIO 3TAJIOHA CpaBHEHHs L.

4 Color / IlpeTHOCTDL 0.05 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu [UIHHE BOIHBI
430 am.

5 pH 7.35 From 6.91t07.9./0t1 6,9 00 7,9.

Remarks: The Product confirms to ND/
ITpumeuanue: IlpoaykT coorsercTByeT TpeboBanusm HJI

Conclusion: APPROVED /
3akawuenue: OJOBPEHO

Prepared by /
IToaroroeneHo: Naresh Kumar

0

-

Checked by /
IlporepeHo: Pardeep Kumar

o

Approved by: Manager/Executive /
Ono6peno: Menevkep / Pykoeonurens
Manoj Kumar '

Mgt bel

Reprint Date /
Jarta:11.11.2022

Reprint Date /
Hara: 11.11.2022

Reprint Date /
Hara: 11.11.2022
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Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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Product:/ I_(eto;ﬂ_(Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

IIpoaykr: Keropon" (keToponax) pacTBop AJisi BHYTPUBEHHOTO M BHYTPUMBILICHHOFO BBEAEHHMs, 30 Mr/mn
Batch No / 1 V220922 Batch Quantity / : 272727ampules /
Cepus Ne O6Bem cepun 272727 amnyn
Analytical Report No / : 890001627785 Date of Analysis / : 11.11.2022
AHaauTnyeckui oTuer Ne Jata anannza

Date of Manufacture / : Sep.2022 Date of Expiry / : Aug.2025

JaTta npou3BoJcTBa Tonen oo

Analysis performed according ND / Anann3z nposeaen no H/{: JIT1-001365-170222
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6 Particulate matter / Mexanudeckue BKIINYEHHUSA

6A Visible particles /
Buaumble 4acTULbL

Complies / CooTBeTCTBYET

Should correspond to requirements. /
B COOTBETCTBHU C TPEOOBAHUAMM.

6B Invisible particles /
Heenaumble qacTuibl:

i. Particles> 10 pm/ 29 not more than 6000 per ampoule /
YacTHl pasMepom > He 6oaee 6000 Ha amnyy;
10 MM

ii. particles > 25 pm / 01 not more than 600 per ampoule /
9acTHL pasMepoM > He 6onee 600 Ha amnyiy.
25 MM

7 Related substances / PoacTBeHHBIe npuMecH
Impurity A / Ilpumecs A 0.15% not more than 0.20 % / He Gonee

Impurity B / IIpumecs B

Below Limit of Detection (LOD =0.014 %) /
Huke npeaena obuapyxenus (10 =0.014 %)

Impurity C / Ilpumecs C

Less than LOQ (LOQ = 0.033 %) / Huxe
npe/iena KOMHYeCTBEHHOTO ONpeAeNeHUs

Impurity D / Ilpumecs D

(IIKO =0.033 %)

Below Limit of Detection (LOD = 0.014 %) /
Hwxe npeanena obnapyxenus (110 = 0.014 %)

Any unspecified impurity /

0,20 %;

not more than 0.50 % / He 6onee
0,50 %;

not more than 0.50 % / He Ooiee
0,50 %;

not more than 0.20 % / He 6Gonee
0,20 %.

Not more than 0.20 % / He 6onee

npumMecen

EnvHuyHas HeuaeHTudunu- 0.07% 0,20 %.
pOBaHHas NPUMECH
Total impurities / Cymma 0.27% Not more than 1.50 % / He 6onee

1,50 %.

Remarks: The Product confirms to ND/
Ipumeuanue: IIpoaykt coorBercTByYeT TpebopanusM HJJ

Conclusion: APPROVED /
3akmwuenne: OJOBPEHO

Prepared by /
IToarororneHo: Naresh E_-iumar

Checked by /
Iporepeno: Pardeep Kumar

—

Approved by: Manager/Executive /

Onobpeno: Menemxkep / Pykosoautens

Manoj Kumar

Reprint Date /
Jara:11.11.2022

Reprint Date /
Jata: 11.11.2022

Reprint Date /
Hara:11.11.2022
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CEPTUOUKAT AHAJIU3A

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

ITponykT: Ketopon" (keToposak) pacTeop AJsl BHYTPUBEHHOrO U BHYTPUMBILUEHHOTO BBeAeHUS, 30 Mr/mn
Batch No / 1 V220922 Batch Quantity / : 272727ampules /
Cepusa Ne Oobbem cepun 272727 amnyn
Analytical Report No / : 890001627785 Date of Analysis / : 11.11.2022
AHaauTHYecKH# oTueT Ne JlaTa ananuza

Date of Manufacture / : Sep.2022 Date of Expiry / : Aug.2025
JlaTa npon3BoacTBA Toxen mo

Analysis performed according ND / Ananus nposeaen no HJI: JII1-001365-170222
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8 Extractable volume /
HN3Bnexaemblit 00beM

1.0ml/ 1.0 mn

Not less than label claim (1.0 mL) /
He menee nomuHanbHoro (1,0 mi)

9 Bacterial endotoxins /
BakrepnanbHbie
SHAOTOKCHHbI

<=0.725 EU/mg /
<=0.725 E3/Mr

Not more than 5.8 EU/mg of ketorolac
tromethamine. / He 6onee 5,8 ED/Mr
KeTopoJsiaka TpOMETaMuUHa.

10 Sterility (every 15th batch) /

Must be sterile. / domxeH ObITh

CTepHILHOCTE (A5 KAMXA0 COMPLIES CTEPUIILHBIM.
15-oii cepun)
11 Assay / KonnuyecTBeHHOe 29.45 mg /29.45 mr From 27.0mg to 33.0mg of
onpeaeneHue CisHi3NO3- C4Hi NOs (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
pi (o] 33,0 MTI C15H|3NO3‘C4H11N03
(keTopoJaka TPOMETaMHH) B 1 M.
12 Alcohol content / ITanon 11.84 % From 10.60 % to 12.60 %. /

Ot 10,60 % 1o 12,60 %.

Remarks: The Product confirms to ND/

[Tpumeuanue: [Iponykr coorrercTByeT TpeboBanusam HJJ

Conclusion: APPROVED /
3axmouenue: OJIOBPEHO

Prepared by /
[Toarorosneno: Naresh Kumar

-

Checked by /
[Mpoeepeno: Pardeep Kumar

—

Approved by: Manager/Executive /
Opnobpeno: Menemxkep / PykoBogutens
Manoj Kumar =

Reprint Date /
Hara:11.11.2022

Reprint Date /
Hara: 11.11.2022

Reprint Date /
Hara : 11.11.2022
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CEPTUOUKAT AHAJIU3A

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

IIpoaykr: Ketopon" (keToponak) pacTBop Uil BHYTPUBEHHOIO M BHYTPUMbILIEUHOTO BBEAEHHS, 30 MI/MN
Batch No / 1 V220922 Batch Quantity / : 272727ampules /
Cepuss N - O6bem cepun 272727 amnyn
Analytical Report No / : 890001627785 Date of Analysis / : 11.11.2022
AHaguTHyecKkHii oTuet Ne Hata ananu3za

Date of Manufacture / : Sep.2022 Date of Expiry / : Aug.2025

JarTa npousBoacTBa Togen go

Analysis performed according ND / Ananun3 nposeaen mo HJI: JI[1-001365-170222
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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. /

Ilo 1 ™M1 B amoyiasl U3
CBETO3aLLUTHOTO cTekna
kopuuHeBoro kmacca I (USP). B
BEPXHEH YacTH aMIlyJibl HaHECEHBI
KONIbLIO W TOYKa Ul pasnoma. Ha
aMIIyJly HaKJIeMBAIOT STUKETKY.

IMo 10 ammyn ¢ wmHCTpyKLHeH no
TIPUMEHEHUIO NOMELLAIOT
B [I1BX/antoMunuessiii Onucrep.

Ilo 1 6nucTepy 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. /

Ilo 1 wmMn B amnyns  u3
CBETO3AILUTHOIO CTeKJIa KOPUYHEBOTO
WIY ~ TEMHO-KOPWYHEBOTO  LBeTa
knacca I (USP). B BepxHei 4vacTu
amIyJipl HaHECEeHbl KONbLO W TOYKa
Ut pazjioMa. Ha aMnyy HakJieuBaroT
STUKETKY.

Ilo 10 amnyn ¢ UHHCTpYKUMEH MO
MPUMEHEHUIO MOMENIAIOT
R TTRX /anmaMunmerk Anuctep

[To 1 6nucTepy B HauKy KapTOHHYIO;
JUiA  cTauMoHapoB: mno 2, 3, 5
OJIUCTEPOB B MaYKy KAPTOHHYIO.

14 Labelling / Mapkupogeka

According to ND / B coorsetctuu ¢ H/I.

15 Storage conditions /
XpaHenue

In a place protected from light below 25 °C. Do not freeze. / B 3amuiuerHoM
OT CBETa MeCTe [IpH TeMIepaType He Bbiute 25 °C. He 3aMopaXxuBarth.

16 Shelf-life / Cpok roanoctu

3 years. / 3 roxa.

Remarks: The Product confirms to ND/
Ilprmeuanue: ITpoaykT cooTBeTcTBYeT TpeboBanusm HJT

Conclusion: APPROVED /
3axmouenne: OJOBPEHO

Prepared by /
IMonrorosneHo: Naresléz{umar

—

Checked by /
IIpoBepeno: Pardeep Kumar

_

Approved by: Manager/Executive /
Ono6peno: Menemkep / PykosoanTens
Manoj Kumar

sl

Reprint Date /
Hara:11.11.2022

Reprint Date /
Hara: 11.11.2022

Reprint Date /
Hara:11.11.2022
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