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

IIpoaykr: Ketopon™ (keTopoiak) pacTBOp i BHYTPHBEHHOTO W BHYTPHMBILICYHOrO BBCACHUA, 30 mr/mn
Batch No / : V221067 Batch Quantity / : 272727ampules /
Cepun No O0beM cepuH 272727 amnyn
Analytical Report No / : 890001636585 Date of Analysis / : 27.12.2022

AnanuTHyecKkHii oTyeT Ne Jara anaansa
Date of Manufacture / : Dec:2022 Date of Expiry / : Nov.2025
Jlata npon3BojACTBA T'onen o

Analysis performed according ND / Anayu3s nposesen no HJL: JII1-001365-170222
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1}? Test / IlokasaTenab Results / PesyabTaTs! Specification / Hopma
1 Description / Onucanue Clear light yellow solution. / | Clear colorless to pale yellow solution.
[Ipo3pauHbIii ceeTiio-xkentelii | / Ilpo3pauHslii OeCLBETHBIH HJIH
pacTBop. CBETNIO-)KENTbIH pacTBop.

2 Identification /
IToaMMHHOCTD

The retention times of the ma

in | The retention times of the main peaks

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) i Bpemena
yIEpKUBAHHMS OCHOBHBIX NMHKOB HAa | YHEPKUBAHWA OCHOBHBIX IMKOB Ha
XpoMaTorpamMme ACTILITYEMOTO | XpOMarorpamme HCIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHaM | PAacTBOpa HOJKHBl COOTBETCTBOBATh
yJepKUBaHKS OCHOBHBIX NMHMKOB Ha | BPEMCHaM YNEPXUBAHUA OCHOBHBIX

XpoMarorpamme CTaHIAPTHOTIO ITHUKOB Ha XpoMarorpamme
pacTBopa KETOpoJlaka TpOMETaMHHa CTAHJapTHOro pacTBopa KETOpolaka
" HaIIpOKCEHa (pa3nen TpoOMETaMHUHa U HAIpOKCCHa (pa311en

«KOJIMYECTBEHHOE ONPENEIECHHUE)

«KonudecTBeHHOE OTIpEREACHHE)

3 Clarity / Ilpo3payHocTs

Complies / CoOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHus
npenapara He JIOJDKHA IPEBbLIIIATh
OTIAJIECLIEHIIMIO 3TAJIOHA CpaBHeHHus L.

4 Color / IiBeTHOCTB 0.05 Not more than 0.20 at 430 nm. /
He 6oee 0,20 npy JUIHHE BOJTHBI
430 aM.

5 pH 7.33 From 6.9 t0 7.9./ Ot 6,9 1o 7,9.

Remarks: The Product confirms to ND/

Ipumeyanue: TIpoayKT COOTBETCTBYET TPEOOBAHUAM H

Conclusion: APPROVED /
3akaouenne: OJOGPEHO

Prepared by /
IMoarororneHo: Pravesl} Rana

Checked by /
[Tpoeepeno: Ramakant

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBonuress

Amit Kumar N\_~N— —
.--\,/4—/
\

Reprint Date /
Hata:27.12.2022

o
Reprint Date / |

Hara: 27.12.2022

Reprint Date /
JHara : 27.12.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad -
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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rProduct o/

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

Hpoaykr: Kertopon® (keroponak) pacTeop A/t BHYTPUBEHHOTO M BHYTPHMBILIEYHOTO BBeIEHHS, 30 Mr/mi
Batch No / : V221067 Batch Quantity / : 272727ampules /
Cepus Ne O0BeM cepun 272727 amnyn
Analytical Report No / : 890001636585 Date of Analysis / : 27.12.2022
AHanuTHyeckui oTyeT No Jara ananausa
Date of Manufacture / : Dec.2022 Date of Expiry / : Nov.2025
Jarta npon3soacTBa I'onen mo

Analysis performed according ND / Auanus nposeaen mo HJI: JITI-001365-170222
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6 Particulate matter / Mexanuyeckue BKJIHOYEHMS

6A Visible particles /

BunumMeie yacTHLIBI

Complies / CooTBETCTBYET

Should correspond to requirements. /
B cooTseTcTBHM C TpeOOBaAHHAMU.

poBaHHas NMPUMeECh

0.06%

6B Invisible particles /
Hesuaumele yacTuLbL:
1. Particles> 10 jn/ 31 not more than 6000 per ampoule /
YacTuu pasmepoM > He Gonee 6000 Ha ammyny;
10 MKM
il. particles > 25 pm/ 00 not more than 600 per ampoule /
YaCTHUI[ pa3MEPOM > He 6onee 600 Ha ammymy.
25 MKM
7 Related substances / PoacTBeHHbIe TpHuMecH
Impurity A / [Tpumecs A 0.15% not more than 0.20 % / wHe Oonee
0,20 %;
Impurity B / [Ipumecs B Not detected / He oGHapysena not more than 0.50 % / He Gonee
0,50 %;
Impurity C / Ipumecs C Less than LOQ (LOQ = 0.033 %) / Hixe not more than 0.50 % / He OGomee
npeaena KOMUUYCCTBEHHOI0 ONpenecHus 0 50 (y R
(TIKO = 0.033 %) B 0
Impurity D / Ilpumecs D Below Limit of Detection (LOD = 0.014 %)/ not more than 0.20% / He OGonee
Huxe npenena o6Hapyxkenus (T10 = 0.014 %) 0,20 %.
Any unspecified impurity / Not more than 0.20 % / He 6onee
EnvsnuyHas HenaeHTUuuIu- 0,20 %.

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
ITpumeuanue: [poxykr cooTBercTByeT TpebGoBanusm HJJ 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[TonrotorneHo: Pravesh Rana IMpoeepeno: Ramakant Opnobpeno: Menezkep / PykoBooures
" . | T N
| uf" Amit Kumar X T
& J
Reprint Date / Reprint Date / Reprint Date /
JaTa:27.12.2022 Jlarta: 27.12.2022 Jara : 27.12.2022
Registered Office: 3-2-337, Road o, 3, Banjara Hills, Hydarabad - 300034, Telangzane, India
Tel: +91 40 4200 2900, Fax: +91 40 45C0 2999, Einzil: mail@drreddys.com

CIN: L85195AP1384PLCCO4507
www drreddys,com
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[?roduct a7 Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IMpopykr: Keropon™ (keToponak) pacTeop /it BHYyTPMBEHHOIO M BHYTPHMBILIEYHOTO BBEAEHHS, 30 Mr/mit

Batch No / : V221067 Batch Quantity / : 272727ampules /
Cepus Ne O0bem cepuu 272727 amnyn
Analytical Report No / : 890001636585 Date of Analysis / 2 27.12.2022
Ananutnyeckuii oryer Ne Jlara ananu3za |
Date of Manufacture / : Dec.2022 Date of Expiry / : Nov.2025
JdaTa npou3BoOaCTBA T'omen o
Analysis performed according ND / Auanu3 nposegen no HJI: JITT-001365-170222
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Total impurities / Cymma 0.26% Not more than 1.50% / He 6osee
npumecei 1,50 %.

8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /
H3pnekaembrii 06LeM He menee HomuHaneHoro (1,0 min)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
bakTtepuanbHble <=0.725 EQ/mMr tromethamine. / He Gonee 5,8 ED/mr
3HIOTOKCHHBI KETOpoJiaka TPOMETaMUHa.

10 Sterility (every 15th batch) / Must be sterile. / JlomkeH OBITh
CTepuJbHOCTH (1151 KA 0 COMPLIES CTepUIIBHBIM.
15-0ii cepun)

11 Assay / KonnuecTtBeHHoe 29.49 mg /29.49 mr From 270mg to 33.0mg of
onpeaesnelnue CisHi3NO3-C4H 1NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
a0 33,0 Mr C]5H]3NO3'C4H1]NO3
(keToponaka TpoMeTaMHH) B 1 Mil.
12 Alcohol content / 3Tanon From 10.60 % to 12.60 %. /
11.47 % Ot 10,60 % mo 12,60 %.

Remarks: The Product confirms to ND/
IIpumeuanue: ITpoaykT cooTBeTcTBYeT TpeboBanuusm HJJ

Conclusion: APPROVED /
3akarouenune: OTOBPEHO

Prepared by /
IToarorosneHo: Pravesh Rana

A

Checked by /
[Tpoeepeno: Ramakant

Hulpy?

Approved by: Manager/Executive /
Opno6peno: Menepkep / Pykosogutens
Amit Kumar N

d~

—

Reprint Date /
Jara:27.12.2022

Reprint Date /
Hara: 27.12.2022

Reprint Date / '
Jara : 27.12.2022
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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 : 491 98166 56001-02
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CEPTUOUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Iponaykr: Ketopon® (keToposak) pacTBop Ajis BHYTPMBEHHOTO M BHYTPUMBIIIEYHOr0 BBeACHNUS, 30 Mr/mi
Batch No / : V221067 Batch Quantity / : 272727ampules /
Cepus Ne O6bem cepHH 272727 amnyn
Analytical Report No / : 890001636585 Date of Analysis / s 27.12.2022
AnanuTndyeckuii oTuer Ne JlaTa aHann3za
Date of Manufacture / : Dec.2022 Date of Expiry / : Nov.2025
JlaTa npousBoacTraa T'oaen no
Analysis performed according ND / Ananu3 nposenen mo HJI: JII1-001365-170222
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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 iri a carton pack. /

I[lo 1 wMn B aMoynsl M3
CBETO3aIIUTHOTO CTeKa
kopuuHeBoro kiacca I (USP). B
BEpPXHEH 4YacTH aMITysbl HaHECEHBI
KOJNBLO W TO4ka 1yid pasnoma. Ha
aMIyJly HaKJIeHBaIOT THKETKY.

[lo 10 ammyn ¢ HMHCTpyKUHeH MO
NPUMEHEHHIO MOMEIIAIOT
B [IBX/antomunueBsiii Gnucrep.

[To 1 6nuctepy B mayKy KapTOHHYO.

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 aMmMmoynsl U3
CBETO3AILUTHOTO CTEKJIa KOPUYHEBOTO
WA~ TEMHO-KODUYHEBOTO  HBETa
kimacca I (USP). B BepxHeil wacTtn
aMImy/ibl HaHECEHHl KOJIBLIO M TOYKa
ans pasnoma. Ha amnyity HaknenBaioT
ITHKETKY.

ITo 10 ammyn ¢ MHCTpYKLHMER 1o
MPUMEHEHHIO NOMEIIAIOT
B [IBX/antoMuHueBIH OnucTep.

[To 1 6nucTepy B Ma4Ky KAPTOHHYIO;
Uil CcTalMOHapoB: Io 2, 3, 5
6IMCTEPOB B MaYKy KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cooteetcTBud ¢ HJI.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3amumnieHHoM
0T CBETA MeCTe NpHU Temneparype He Beile 25 °C. He 3aMopakUBaTh.

16 Shelf-life / Cpok roanocTn

3 years. / 3 roga.

Remarks: The Product confirms to ND/
[Tpumeuanue: [IpogykT cooTBeTcTByeT TpebopaHusM HJL

Conclusion: APPROVED /
3akawuenne: OJOBPEHO

Prepared by /
IToarorosneHo: Pravesthana

4

Checked by /
[Tpoeepeno: Ramakant

o

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / Pykoponurens

Amit Kumar P(\;\\/

Reprint Date /
Hara:27.12.2022

Reprint Date /
Hara: 27.12.2022

Reprint Date / |
Hara :27.12.2022
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