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

Ipoaykr: Ketopon™ (keToposiak) pacTBOp /Uil BHYTPMBEHHOTO M BHYTPUMBILLEUHOrO BBCACHUA, 30 mr/mn
Batch No/ : V220970 Batch Quantity / : 272727ampules /
Cepusn Ne O6Bem cepun 272727 amnyn
Analytical Report No / : 890001630225 Date of Analysis / : 24.11.2022
AHaJHTHYECKHH oTyeT No Hara anpannsa
Date of Manufacture / : Nov.2022 Date of Expiry / : Oct.2025
JaTta npousBoAcTBA ToaeH ao

Analysis performed according ND / Anann3 nposenen no H/L: JIT1-001365-170222

Pagel of4/Crp.1m34

[Tpo3pauHblii 6ecLUBETHLIA PacTBOP.

ig Test / [TokaszaTenn Results / Pe3ysibTaThi Specification / Hopma
1 Description / Onucanne Clear colorless  solution. / | Clear colorless to pale yellow solution.

/ TlpospauHblli OecuBETHHIA MK
CBETJIO-KEJTbIA PacTBOP.

2 Identification /
MoaaunHocTh

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
yIEpXKUBaHUs OCHOBHBIX NHKOB Ha
XpOMATOTpaMMe HCTILITYEMOTO
pacTBopa COOTBETCTBYIOT BpEMEHAM
yIEpKUBAHUA OCHOBHBIX IIMKOB Ha
XpoMarorpaMme CTaHapTHOTO
pacTBOpa KeTopojlaka TPOMETaMUHA
7§ HanpoKceHa (pazmen
«KonMueCcTBEHHOE ONPEIEICHHUEY)

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
yIEpXUBAHUS OCHOBHBIX THKOE Ha
XpoMaTorpamMMe HCTBITYEMOTO
pacTBOpa [OIDKHBI COOTBETCTBOBATH
BpEMEHAM YICPKUBAHHA OCHOBHBIX
TINKOB Ha XpoMmarorpamme
CTaHJapTHOTO PacTBOpa KETOpoNaka
TpOMETaMHMHA U HaIpoKceHa (pasjen
«KonnyecTeeHHOE OTIpEeNeHUE»)

3 Clarity / IIpo3payHocTh

Complies / COOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OmanecueHuws
npernapara He IOJDKHA NPEBBILIATH
onajecleHIMIo STAT0Ha CpaBHEHus 1.

4 Color / I|peTHOCTD 0.05 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu JNHHE BOTHBI
430 uM.

5 pH 7.37 From 6.9t07.9./0T16,9 10 7.9.

Remarks: The Product confirms to ND/
Ipumeuanue: [TpoaykT cooTBeTcTBYET TpeboBanmsaM HJT

Conclusion: APPROVED /
3akawdenne: OJJOBPEHO

Prepared by /
Ioarororneno: Ankaj Verma

A

Checked by /
IMposepeno: Naresh Kumar

-

& Manoj Kumar

Approved by: Manager/Executive /
Opno6peno: Menemkep / Pykosoaurenb

Reprint Date /
Jara:24.11.2022

Reprint Date /
Jata: 24.11.2022

Reprint Date /
Jlara : 24.11.2022
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

Hpoayxr: Ketopon™ (keToponak) pactsop Juisi BHYTPHBEHHOTO W BHYTPHMBILIEYHOTO BBEACHH, 30 Mr/mn
Batch No / 1 V220970 Batch Quantity / : 272727ampules /
Cepus Ne Oonem cepun 272727 amnyn
Analytical Report No / : 890001630225 Date of Analysis / : 24.11.2022
AHajguTuyeckuii oraeT Ne JaTa anaynsa

Date of Manufacture / : Nov.2022 Date of Expiry / : Oct.2025
JlaTa npou3BoACTBA T'onen mo

Analysis performed according ND / Anasu3 nposeaen no HJL: JII1-001365-170222
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6 Particulate matter / MexaHuuecKkue BKJIIOYEHHUS
6A Visible particles / Complies / COOTBETCTBYET Should correspond to requirements. /
Buaumble 4acTULb] B coOTBETCTBIH C TPEOOBAHUAMM.

6B Invisible particles /
HeBuaumMeie 4aCTULLBL:

i. Particles> 10 pm/ 15 not more than 6000 per ampoule /
YacTull pazMepoM > He 6onee 6000 na ammyamy,
10 Mxm
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
9JacTul] pa3sMepoMm > He Gonee 600 Ha amnyny.
25 MKM
7 Related substances / PoxcTBennbie npuMecH
Impurity A / [Ipumecs A 0.14% not more than 0.20 % / ue Gonee
0,20 %;
Impurity B / [Tpumecs B Below Limit of Detection (LOD =0.014 %)/ | not more than 0.50 % / He Gonee
Huxe npenena o6uapyxenns (10 = 0.014 %) 0.50 %:
Impurity C / Tlpumecs C Less than LOQ (LOQ = 0.033 %) / Hinke not more than 0.50% / He 6osee
npenena KonH4eCTBCHHOro onpeneneHus 0 50 (y R
(TIKO = 0.033 %) bt 23
Impurity D / Ilpumecs D Below Limit of Detection (LOD = 0.014 %)/ not more than 0.20 % / He Ooinee

Huxe npeaena oGHapyxenns (110 = 0.014 %) 0,20 %.

—

Any unspecified impurity / Not more than 0.20 % / He 0onee
EnuHu4Has HEUIEeHTUGULIH- 0,20 %.
poBaHHas MPUMeCh 0.07%
Total impurities / Cymma 0.27% Not more than 1.50 % / He 6omnee
npuMecei 1,50 %.
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
[Tpumeuanue: [IpogykT cooTBeTcTBYET Tpebopaniam HJI 3akaw4uenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarortosneHo: Ankaj Verma ITposepeno: Naresh Kumar OnobpeHo: MeHeJDl(u:]:)_z_*7 Pyxo/ﬁonmenb
: @( Manoj Kumar m
[ﬁ/ L hgeteel
Reprint Date / Reprint Date / Reprint Date /
Hata:24.11.2022 Jarta: 24.11.2022 Jara : 24.11.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: 491 40 4900 2999, Email: mail@drreddys.com
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

IIpoaykr: Ketopon" (keToponak) pacTROp Aist BHYTPUBEHHOTO U BHYTPHMMBIUIECUHOTO BECACHHA, 30 mMr/mn
Batch No / : V220970 Batch Quantity / : 272727ampules /
Cepus Ne O6beM cepun 272727 amnyn
Analytical Report No / : 890001630225 Date of Analysis / : 24.11.2022
AHaJnTHYeCKUuH oTyeT Ne Jarta ananu3a

Date of Manufacture / : Nov.2022 Date of Expiry / : Oct.2025
Jlara npou3BoaCcTBa Tonen go

Analysis performed according ND / Ananus nposeaen no H/L: JITI-001365-170222
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8 Extractable volume /
U3ssiexaeMblii 06HLeM

1.0ml/ 1.0 mn

Not less than label claim (1.0 mL) /
He menee HomunanpHoro (1,0 min)

9 Bacterial endotoxins /
BakrepuanabHbie
3HAOTOKCHHDI

<=0.725 EU/mg /
<=0.725 ED/mMr

Not more than 5.8 EU/mg of ketorolac
tromethamine. / He Gonee 5,8 ED/Mr
KETOpOJiaKka TPOMETaMRHa.

10 Sterility (every 15th batch) /

Must be sterile. / [lomkeH ObITb

CTepunbLHOCTDL (4751 KAXA0i COMPLIES CTEPUIIbHBIM.
15-oii cepun)
11 Assay / KonuuecTBensoe 29.40 mg / 29.40 mr From 270mg to 33.0mg of
onpeaeneHue C15H13NO3 CsH1NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
no  33,0mr C;sH;3NO3 C4H 1NOs
(keToponaka TPOMETaMMH) B 1 MIL.
12 Alcohol content / ITanon From 10.60 % to 12.60 %. /
11.54 % Or 10,60 % 1o 12,60 %.

Remarks: The Product confirms to ND/
Mpumeuanue: [Ipogykt coorsercTByet Tpebosanuam HJI

Conclusion: APPROVED /
3axmouenne: OJIOBPEHO

Prepared by /
[MoarorosneHo: Ankaj Verma

Checked by /
[TpoepeHo: Nares&liumar

-
(Y

-

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykooauTens
Manoj Kumar

Reprint Date /
Jara:24.11.2022

Reprint Date /
Hara: 24.11.2022

Reprint Date /
Jlara : 24.11.2022
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CEPTU®HKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
[Tponykr: Ketopon"' (keTopoiiak) pacTBOp [Uis BHYTPUBEHHOTO M BHYTPHMbILLIEUHOro BBeACHH, 30 Mr/mn
Batch No / : V220970 Batch Quantity / : 272727ampules /
Cepust Ne O0bem cepun 272727 amnya
Analytical Report No / : 890001630225 Date of Analysis / 1 24.11.2022
Ananurnuecknii oTyet Ne JlaTa anannza
Date of Manufacture / : Nov.2022 Date of Expiry / : Oct.2025
Jara npousBoacTBa Iogen 10
Analysis performed according ND / Ananus nposeaen mo HJ/I: JI1-001365-170222
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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. /

Mo 1 wMn B aMoyiasl M3
CBETO3aLIUTHOTO cTeKna
xopuunesoro kmacca 1 (USP). B
BepXHel YacTH aMIyJIbl HaHECEHbI
KONBLO M TOuka AAd pasnoma. Ha
aMITyJTy HaKJIEUBAIOT STUKETKY.

ITo 10 amMmyn ¢ MHCTPYKUMEH IO
HPUMEHEHHIO oMeranT
B [IBX/anroMuHUeBBIH OnHCTED.

ITo 1 GnucTepy B nauky KapTOHHY!O.

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 Ma B aMOoyiabl U3
CBETO3ALIUTHOrO CTEKJIa KOPUIHEBOTO
WIM  TEMHO-KOPMYHEBOrO  1IBETa
knacca I (USP). B BepxHel yacrtu
aMITy/ibl HaHEeCeHbl KOJIBLO M TOYKa
1is paznoma. Ha ammyny HakneuBaroT
STHKETKY.

Mo 10 amnyn ¢ MHCTPYKLMEN nO
NpUMEHEHHIO MOMEINAI0T
B [IBX/amomMuHueBsI# 61ucTep.

Mo 1 6nucTepy B NauKy KapTOHHYIO;
N cTaudoHapoB: mo 2, 3, 5
OIMCTEPOB B MaYKy KapTOHHYIO.

14 Labelling / MapkupoBska

According to ND / B cootsercraum ¢ HJI.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3a1udieHHOM
OT CBETA MECTE MPH TCMICPATYPC HC BHILIC £3 L. He 3UMOPUKMBALD.

16 Shelf-life / Cpok roanoctn

3 years. / 3 ropa.

Remarks: The Product confirms to ND/
Ipumeuanue: [IpoaykT coorsetcTRyeT TpeboBanusam H/L

Conclusion: APPROVED /
3axmouenue: OJJOBPEHO

Prepared by /
INoarorosneHo: Ankaj Verma

o

Checked by /
IIpoeepeHo: Nezesh Kumar
u

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykosoaureins
Manoj Kumar

eeeed!

Reprint Date /
Hara:24.11.2022

Reprint Date /
Jara: 24.11.2022

Reprint Date /
Jara : 24.11.2022
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