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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
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Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

IlpoaykT: Keropon" (keroponak) pacTBOp s BHYTPUBEHHOrO 1 BHYTPUMbILIEYHOIO BBCACHUA, 30 mr/mn
Batch No / : V220681 Batch Quantity / : 272727ampules /
Cepns Ne O06Bem cepun 272727 amnyn
Analytical Report No / : 890001613211 Date of Analysis / : 03.09.2022
AHAJIHTHYECKHH oT4YeT No JlaTa anasusa
Date of Manufacture / : AUG.2022 Date of Expiry / : JUL.2025
Jara npoM3BOACTBA I'open no

Analysis performed according ND / Auaaus nposesen no HJL: JI1-001365-170222

Page10of4/Crp.1u34

I;‘:) Test / [Toka3aTesb Results / PesyabTaTs! Specification / Hopma

1 Description / Onucanue Clear light vyellow solution. / | Clear colorless to pale yellow solution.
[Tpo3paunslit cBeTIo-kedThlit | / [lpo3paunblii  OecUBETHBIA MUK
pacTeop. CBETNO-XKENThIH pacTBop.

2 Identification / The retention times of the main | The retention times of the main peaks

ToAAMHHOCTL 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
yAEpKUBaHKSI OCHOBHBIX NMHUKOB Ha | YAEPXKMBAaHUS OCHOBHBIX IIMKOB Ha
Xpomarorpamme HCIILITYEMOTO | XpOMaTorpaMmme UCTILITYEMOro
pacTBopa COOTBETCTBYIOT BpeMeHaM | pacTBOpa LOJDKHbI COOTBETCTBOBAaTh
yIAEpKUBAHHSA OCHOBHBIX TIHKOB Ha | BpEMEHaM YAEPXKUBAaHHUS OCHOBHBIX
Xpomarorpamme CTaHAapTHOrO | THKOB Ha XpoMaTorpamMme
pacTBOpa KeToposiaka TpOMETaMUHA | CTaHAAapTHOTO pacTBOpa KeToposiaka
U HarnpoKceHa (pasmen | TpomeramuHa M HampoOKCeHa (pasmen
«KonuuecTBeHHOE ONpeaeNeHUEY) «KonnuecTBeHHOE onpeneacHUe»)

3 Clarity / Ilpo3payHocTh Complies / CooTBETCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension L. / OnanecueHuus
npernapara He JOJIKHA NPEBBIILATh
OMaNECLEHIMIO 3TANOHA CpaBHeHHS 1.

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

He 6onee 0,20 rpy 1JIMHE BOJIHbI
430 um.
5 pH 7.27 From 6.9t07.9./0T16,9 no 7,9.
6 Particulate matter / MexaHH4YecKHe BKIIOYEHHSA

Remarks : The Product confirms to ND/

IMpumeuanue: [Ipoaykr cootBeTcTBYET TpebosanuaM HJI

Conclusion : APPROVED /
3akmwuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosnexno: Manish Sharma [posepeno: Anil Kumar Onobpeno: Menemxkep / Pykosoaurens
/”:—'T_‘—" = P N . -
=N Manoj Kumar 7 (’
== (o fodusel
Reprint Date / Reprint Date / Reprint Date /
Hara: 05.09.2022 Jara: 05.09.2022 Jara : 05.09.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
| HIpoaykr: Ketopon" (keTopoJiak) pacTBOp Jisi BHYTPUBEHHOTO M BHYTPHUMbILIEYHOro BBeACHNUS, 30 MI/my
Batch No / : V220681 Batch Quantity / : 272727ampules /
Cepus Ne ~ |O6bem cepun 272727 amnyn
Analytical Report No / : 890001613211 Date of Analysis / : 03.09.2022
AHanuTH4ecKuii oTyer No Jara ananusa

Date of Manufacture / : AUG.2022 Date of Expiry / : JUL.2025

JlaTa npou3BOACTBA TI'open oo

Analysis performed according ND / Auasu3s nposenes mo HJI: JII1-001365-170222
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6A Visible particles /
Buaumble yacTHIbI

Complies / CooTBETCTBYET

Should correspond to requirements. /
B cOOTBETCTBMH C TPEOOBAHUAMU.

6B Invisible particles /
HepuauMble 4aCTHLBI:

i. Particles> 10 pm/ 12 not more than 6000 per ampoule /
YacTui pazMepoM > He 6onee 6000 Ha amnyny;
10 MkM
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
YacTHUL] pa3mMepoMm > He 6onee 600 Ha amnyiy.
25 MKM
7 Related substances / PoacTBeHHbIe NpUMecH
Impurity A / Ilpumecs A 0.15% not more than 0.20 % / He Sonee
0,20 %;
Impurity B / [Tpumecs B Below Limit of Detection (LOD=0.014%)/ | not more than 0.50 % / He Oonee
Huxe npenena obuapyxenns (10 = 0.50 %:
0.014 %) ’ ’
Impurity C/ Ilpumecs C not more than 0.50 % / ne 6onee
Less than LOQ (LOQ = 0.033 %) / Hynke 0.50 %:
npeaena KoJIMYECTBEHHOr0 OnpeaAcieHus ? %
Impurity D / ITpumecs D (KO 0:0935%) not more than 0.20 % / He 6onee

Any unspecified impurity /

Below Limit of Detection (LOD =
0.014 %) / Huxe npenena obuapyxenus (IO

0,20 %.

=0.014 %)

Not more than 0.20 % / He Gonee

EnunnyHas HeuaeHTHULIH- 0.05% 0,20 %.
pOBaHHas MPUMeECh
Total impurities / Cymma 0.20% Not more than 1.50 % / He 6onee
npumeceit 1,50 %.
8 Extractable volume / 1.0ml/ 1.0 M Not less than label claim (1.0 mL) /

HUzsnexaemblii 06beM

He Menee HomunansHoro (1,0 m)

Remarks : The Product confirms to ND/

Ipumeuanue: [IpoagykT cooTBeTcTBYET TpebopaHusM HJI

Conclusion : APPROVED /
Zakmouenne: OJOBPEHO

Prepared by /
1'[0111‘0T08J_1_¢1-10: M’anish Sharma

——_—

Checked by /
Ipoeepeno: Anil Kumar

—

Approved by: Manager/Executive /
Onobpeno: Menexep / Pykosoauresns
[ Manoj Kumar

Reprint Date /
Jara: 05.09.2022

Reprint Dato /
Jara: 05.09.2022

Roprint Dato /
Jara : 05.09.2022
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

Ipoaykr: Ketopon® (keToponak) pacTBop /st BHYTPUBEHHOIO M BHYTPHMbILLEYHOTO BBeeHH, 30 Mr/ma
Batch No / : V220681 Batch Quantity / : 272727ampules /
Cepus Ne - O6bem cepuu 272727 amnyn
Analytical Report No / : 890001613211 Date of Analysis / : 03.09.2022
AnanuTnyeckuii oTuet No Jarta ananuza

Date of Manufacture / : AUG.2022 Date of Expiry / : JUL.2025

Jara npousBoacrsa T'onen go

Analysis performed according ND / Ananus nposeaen no HJI: JII1-001365-170222
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9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepuaibHble <=0.725 EB/mr tromethamine. / He 6onee 5,8 ED/mMr
HIOTOKCHHBI KEeTopoJiaka TpoMeTaMHHa.

10 Sterility (every 15th batch) / Complies / Crepunen " Must be sterile. / JIomkeH ObITh
CTepHIbLHOCTD (AJIsi KaXKAO#H CTEPUIIbHBIM.
15-o0ii cepumn)

11 Assay / KoanuecTBeHHOE 29.38 mg/29.38 mr From 270mg to 33.0mg of

omnpeaesieHue C1sH13NOs3 C4H 1NO3 (ketorolac

tromethamine) per 1 mL. / Ot 27,0 mr
a0 33,0 MT C15H|3NO3'C4H|1NO3
(xeToponaka TpoMeTaMMH) B 1 ML

12 Alcohol content / 9Tanon 11.34 % From 10.60 % to 12.60 %. /
Ot 10,60 % no 12,60 %.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[pumeuanue: [IpoaykT cooTBeTcTBYET Tpebosanuam HJI 3akawuenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MToarorosneHo: Manish Sharma IpoeepeHo: Anil Kumar Onobpeno: Menemxkep / PykoroanTeinb
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Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

Product : /
| Dpoaykr: Ketopon" (keToponax) pacTBop Asist BHYTPHBEHHOIO M BHYTPUMbILIEYHOTO BBEACHHUSA, 30 MI/Ma
Batch No / : V220681 Batch Quantity / : 272727ampules /
Cepus Ne O6bem cepiin 272727 amnyn
Analytical Report No / : 890001613211 Date of Analysis / : 03.09.2022
AnanurnyeckKuii oTyer No Hara ananusa

Date of Manufacture / : AUG.2022 Date of Expiry / : JUL.2025
Jarta npouszBoacTBa I'open o

Analysis performed according ND / Anaanz nposeaen mo HJI: JIT1-001365-170222
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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. /

[lo 1 w~Mn B aMmnyan u3
CBETO3aILMTHOrO cTexa
kopuuHeBoro kiacca I (USP). B
BEpXHEN YacTU aMIMysbl HAHECEHBI
KOMBLO W TOuka AnsA pasnoma. Ha
amIyJly HaKJI€UBalOT STHKETKY.

ITo 10 ammyn ¢ HMHCTpYKUHEH IO
NpUMEHEHHUIO MIOMEILAIOT
B [IBX/aniomuHueBbIi 6amcTep.

ITo 1 6nucTepy B IaYKy KApTOHHYHO.

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. /

Illo 1 w™MaA B aMmOoynsl W3
CBETO3ALIUTHOTO CTEeKJ1a KOPUUHEBOTO
WIB  TEMHO-KOPMYHEBOrOo  LBETa
knacca I (USP). B BepxHel uyactu
aMmyJibl HaHECEHbl KOJBUO U TOYKa
ans pasjioma. Ha amnyny HakneusawooT
ITUKETKY.

INlo 10 amnyn ¢ HHCTpyKUMeH no
NIPUMEHEHUIO MOMELIA0T
B TIBX/antoMHuHUEBbIH OIUCTED.

[To 1 6nucTepy B nauky KapTOHHYIO;
JUis  cTaudoHapo: mno 2, 3, 5
GIHUCTEPOB B MAYKY KAPTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootBerctBuu ¢ HJ.

15 Storage conditions /
Xpanenue

In a place protected from light below 25 °C. Do not freeze. / B 3amuiueHHOM
OT CBETA MECTe MpH Temrepartype He Bbilie 25 °C. He 3aMopaxxuBaTh.

16 Shelf-life / Cpok roaHocTu

3 years. / 3 rona.

Remarks : The Product confirms to ND/
[Tpumeuanne: [IpoagykT cooTBeTcTBYeT TpeboBanuam HJI

Conclusion : APPROVED /
Zaxaouenne: OJOBPEHO

Prepared by /
Ioarorosneno: Manish Sharma

Checked by /
Iporepeno: Anil Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxkep / Pykosoaurenb
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Reprint Date / Reprint Date / Reprint Date /
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