Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOPUKAT AHAJIU3A

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

IIpoaykT: Keropon®™ (KeToponak) pacTBOp /15 BHYTPUBEHHOTO W BHYTPUMBILIEUHOTO BBeACHHS, 30 Mr/mu
Batch No / : V210770 Batch Quantity / + 2,09,090 ampules /
Cepus Ne O6neM cepun 2,09,090 amnvn
Analytical Report No / : 890001538297 Date of Analysis / : 31.07.2021
AHanurHyeckuil oTyeT Ne JlaTa apanu3a

Date of Manufacture / : Jun-2021 Date of Expiry / : May-2024
JlaTta npoH3BOACTBA T'open mo

Analysis performed according ND / Ananns nposegen mo HJI: JI1-001365-231118 (amend Ne 1 from
14.01.2020 /s3m.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /usm.Ne 2 ot 24.08.2020)
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[po3pauHblii, 6ECLIBETHBIN PACTBOP.

1}2 Test / Iloka3zaTennb Results / Pe3yabTaThbl Specification / Hopma
1 Description / Onucanne Clear colorless solution. / | Clear, colorless to pale yellow

solution. / TIpo3pauHblil, O€CLBETHBIH
WK CBETIIO-XKENTHIH pacTsop.

2 Identification /
TlopnununocTb

chromatogram of
tromethamine and

OCHOBHEIX
XpoMaTorpamMme

IMHUKOB

YACPXKHUBAHUS OCHOBHBLIX ITHKOB
XpoMaTorpaMmme

The retention times of the main
peaks in the chromatogram of test
solution correspond to those in the
ketorolac
naproxen
reference standards solution (Assay
section) / BpeMeHa ynepXKMBaHW

Ha

HCIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMCHAM

Ha

pacTBOpa
CTaHJAPTHBIX 00pa3LOB KETOPOJIaKa
TpOMeTaMHHA H HAIpOKceHa (pa3aen
«KONM4eCcTREHHOE OTIPe/ICIEHNEN)

The retention times of the main peaks
in the chromatogram of test solution
should correspond to those in the
chromatogram of ketorolac
tromethamine and naproxen reference
standards solution (Assay section) /
BpemeHa yOep»KHBAaHHUA OCHOBHBIX
MUKOB Ha XpOMaTorpaMme
HCTIIBITYEMOTO  PacTBOpa  JOIDKHEI
COOTBETCTBOBATD BpeMeHaM
yIepXXUBaHUSl OCHOBHBIX IIMKOB Ha
XpOMaTorpamMmme pacteopa
CTaHAApTHBIX O6pa3LioB KETopoJaka
TpOMeTaMKHa U HalpokceHa (pasme
«KOJU4YeCcTBEHHOE OTPENIENICHHE)

3 Clarity / IlpospauHocTsb

Complies / CooTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHums
nperapara He JOMKHA NPEBEIIIATh
OMAJIECLICHIIMIO ITAJIOHA CPaBHEHMA I.

4 Color / IlBeTHOCTH 0.042 Abs Not more than 0.20 at 430 nm /
He 6onee 0,20 npu ANMHE BOTHBI
430 uM

5 pH 7.31 Between 6.9 and 7.9/6,9-7.9

Remarks : The Product confirms to ND/
[pumeuanue: ITpoaykT cootseTcTBYeT TpeboBanuam HJT

Conclusion : APPROVED /
Zakmouenue: OJJOBPEHO

Prepared by /
IToaroroeneno: Pardeep Kumar

<

Checked by /
[Iposepeno: Himesh Kumar

—t} —=

Approved by: Manager/Executive /
Ono6peno: MeHemkep / Pykosoaurens
Pawan Kumar

Reprint Date /
Jara: 31.07.2021

Print Date /
Jara: 31.07.2021

Print Date /
Jata: 31.07.2021
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Dr. Reddy’s Q':‘.

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Kertopon"™ (keToponak) pacTBOp AJisi BHYTPUBEHHOTO H BHYTPHMBILIEUHOrO BBEAEHHMS, 30 Mr/mn
Batch No / : V210770 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O61beM cepnu 2,09,090 amnyn
Analytical Report No / : 890001538297 Date of Analysis / : 31.07.2021
Aunanurndeckuii oruet Ne JlaTta anannsza
Date of Manufacture / : Jun-2021 Date of Expiry / : May-2024
JaTta npou3BoJcTBa ToxeH go
Analysis performed according ND / Anaans nposexen no HJI: JIT1-001365-231118 (amend Ne 1 from
14.01.2020 /uzm.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /u3m.Ne 2 ot 24.08.2020)
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6 Particulate matter / Mexanuyeckue BKJIHOYEHUS

6A Visible particles /
Buaumsie 4acTHIIBL

Complies / CooTBeTCTBYET

Should correspond to requirements /
B cooTBeTCTBUM € TPeOOBAHUAMU

6B Invisible particles /
HeBHoyMble YaCTHIIBL:

BDL (Disregard Area 1963)

Any unspecified impurity /

1. Particles> 10 pm/ 86 Not more than 6000 per ampoule /
YacTuusl pazMepom > He 6onee 6000 Ha amITyny;
10 MxMm
ii. Particles> 25 pm/ 8 Not more than 600 per ampoule /
YacTuups! pazMepom > He 6onee 600 Ha amnyiny.
25 MM
7 Related substances / PoacTBeHHbIe npUMecH
Impurity A / IIpumeck A 0.14% Not more than 0.20 % / He Gonee
0,20 %
Impurity B / [Ipumecs B Not Detected Not more than 0.50 % / He 6onee
0,50 %
Impurity C / ITpumecs C Less than LOO (0.033% Not more than 0.50 % / He ©onee
ess than LOQ (0. 0) 0.50 %
Impurity D / [Ipumecs D Not more than 0.20 % / He Gonee

0,20 %

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

EnvHMYHas HEMACHTHHULIY- 0.05%

pOBaHHAas IPHMEChH

Total impurities / Cymma 0.19% Not more than 1.50 % / He Oomnee
Ipumecei 1,50 %

Remarks : The Product confirms to ND/
IMpumeuanue: [Ipoaykr coorBercTByeT Tpebopannsm HJJ

Conclusion : APPROVED /
3akiawuenne: OJOBPEHO

Prepared by /
IMoarororneno: Pardeep Kumar

-

Checked by /
INpoeepeno: Himesh Kumar

= Pawan Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaurens

e

Reprint Date /
Jara: 31.07.2021

Print Date /
Jara: 31.07.2021

Print Date / /
Jara: 31.07.2021
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Dr. Reddy’s “!‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykrT: Ketopon™ (keToposnak) pacTBOp Ui BHYTPHBEHHOTO H BHYTPUMBILIEUHOTO BBEAEHHS, 30 Mr/mn

Batch No / : V210770 Batch Quantity / : 2,09,090 ampules /
Cepus Ne Ob6nbem cepuu 2.,09,090 ammyn
Analytical Report No / : 890001538297 Date of Analysis / : 31.07.2021
AHaIuTHYECKHI 0TUeT Ne JlaTa ananu3sa

Date of Manufacture / : Jun-2021 Date of Expiry / : May-2024

JlaTa npon3BoAcTBA Tomen g0

Analysis performed according ND / Ananus nposexen mo HJI: JI[1-001365-231118 (amend Ne 1 from
14.01.2020 /uzm.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /u3m.Ne 2 ot 24.08.2020)
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8 Extractable volume / 1.1ml/ 1.1 mn Not less than label claim (1.0 mL) /
H3enekaemsblii 06bem He menee HoMuHanbHOrO (1,0 M)

9 Bacterial endotoxins / <=0.725EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTtepuanbHble <=0.725E3/Mr tromethamine / He 6onee 5,8 ED/mr
3HAOTOKCUHBI KETopoJiaka TpPOMEeTaMUHa

10 Sterility / CrepuibHOCTB Complies / Ctepunen Should be sterile / Ctepunen
11 Assay / KosinuecTBeHHOE onpeesieHue
a) Ketorolac tromethamine / 29.44 mg / 29.44 mr From 27.0mg to 33.0mg of
Keroponaka TpomeTaMUH CisH13NO3 C4H | 1NOs (ketorolac
tromethamine) per 1 mL / Ot 27,0 Mr
a0 33,0 MI C15H13NO3'C4H11N03
(keToposaka TPOMETaMMH) B 1 M
b) Sodium chloride / Hatpus 4.41 mg/mL / 4.41 mr/mn Between 4.2 mg/mL and 4.5 mg/mL /
XJIOPHJ Ot 4,2 mr/ma 1o 4,5 Mr/mi
12 Alcohol content / ITa”on 11.65 % Between 10.60 % and 12.60 % /
Ot 10,60 % 1o 12,60 %

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: IlpomykT coorsercTByeT Tpebopanuam HJL 3akmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

IMoarorosneno: Pardeep Kumar | Tlpoeepeno: Himesh Kumar | Ono6peHo: Menemkep / Pykosomurens
- . 1]

( _ QL——’—Z Pawan Kumar JI

Reprint Date / Print Date / Print Date /
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Dr. Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTH®HUKAT AHAJIM3A

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

IIpoayKT: Ketopon™ (keToposak) pacTBOp AJis BHYTPMBEHHOTO i BHYTPHMBILIEYHOTO BBEACHHS, 30 MI/ma
Batch No / : V210770 Batch Quantity / : 2,09,090 ampules /
Cepust Ne Ob6nem cepun 2.09,090 amriiyn
Analytical Report No / : 890001538297 Date of Analysis / : 31.07.2021
AHanuTu4yeckuil oryer Ne JlaTa ananu3za

Date of Manufacture / : Jun-2021 Date of Expiry / : May-2024

JlaTa npoH3BoACTBA T'oxen o

Analysis performed according ND / Ananus nposeaen mo HJI: JI[1-001365-231118 (amend Ne 1 from
14.01.2020 /u3m.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /uzm.Ne 2 ot 24.08.2020)
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13 Packaging / YnakoBka 1 mL in class I amber glass ampoules | 1 mL in class I amber glass ampoules
(USP). A cut ring and point in the | (USP). A cut ring and point in the
upper part of ampoule. A label is | upper part of ampoule. A label is

attached to ampoule. attached to ampoule.

10 ampoules and a patient | 10 ampoules and a patient information
information leaflet in a | leaflet in a PVC/aluminum blister.
PVC/aluminum blister. 1 blisters in a carton pack;

1 blisters in a carton pack. For in-patient facilities: 2, 3, 5 blisters
m in a carton pack.

Ilo 1 Mn B amImynsl M3 TEMHOIO
crexia knacca I (USP). B Bepxueit | Ilo 1 mut B aMITy/bl M3 TEMHOTO CTEKIIa
YaCTH aMmylsl HaHeceHbl Konblo M | kiacca I (USP). B BepxHed wacTu
Touka JiA padioma. Ha ammymy | aMmIyibl HaHeCEHHl KONBLO M TOYKa

HaKJIeUBaIOT STUKETKY. 1715 pa3noma. Ha aMImyity HakJieMBatoT
ITo 10 aMmmys ¢ UHCTpYKUUEH MO | 3THKETKY.

NIPUMEHEHHIO nomemator | ITo 10 ammyn ¢ MHCTpYKLMeH 1o
B [IBX/anroMuHAEBBIH 61HCTED. HNPUMEHECHHIO TIOMELIAIOT

ITo 1 6nucTepy B Naduky kapToHHyw. | B IIBX/anroMuHneBbId GnucTep.

ITo 1 6nucTepy B NaYKy KapTOHHYIO;
s cran@oHapos: mo 2, 3, 5
OIMCTEPOB B [TAYKy KaPTOHHYIO.

14 Labelling / Mapkuposka According to ND / B cootsetcTuu ¢ HJI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B saiuunueHHOM
Xpanenune OT CBETa MecTe IIpH TeMineparype He Beilre 25 °C. He 3aMopaxuBaTh.

16 Shelf-life / Cpox roaHocTH 3 years / 3 roga.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
TTpumeyanue: [Tponykt cooTBeTcTBYET Tpebopanusam HJL 3akmouyenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: Pardeep Kumar | Iposepenq: Himesh Kumar | OnobpeHo: Menemkep / PykoBomurensb
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