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CERTIFICATE OF ANALYSIS

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

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

CEPTUOHKAT AHAJIU3A Tel : 491 98166 56001-02
woanw drreddys com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injeétions, 30 mg/ml
Ipoaykr: Keropon® (keToposak) pacTBop AJisi BHYTPHBEHHOrO U BHYTPHMBILLICYHOTO BBeAeHUs, 30 Mr/ma
Batch No / : V211111 Batch Quantity / : 2,09,090 ampules /
Cepus Ne Oo6bem cepun 2,09,090 amnyn
Analytical Report No / : 890001553240 Date of Analysis / : 28.10.2021
AHaJMUTHYECKHH oTUeT Ne HJata ananusza
Date of Manufacture / : OCT-2021 Date of Expiry / : SEP-2024
JaTta npou3BOACTBA T'onen no

Analysis performed according ND / Auanuz nposeaen mo HJI: JITT-001365-231118 (amend Ne 1 from
14.01.2020 /u3m.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /u3m.Ne 2 ot 24.08.2020)

Pagel of4/Crp. 134

[Tpo3pauHblit, 6eCLIBETHBI} pacTBOP.

1;.:) Test / [lokasaTeib Results / Pe3yabTaThbl Specification / Hopma
1 Description / Onucanne Clear  colorless  solution. / | Clear, colorless to pale yellow

solution. / [Ipo3paunsblit, GecBETHBIH
WJIHA CBETIIO-KENTHI pacTBOP.

2 Identification /
opsuuHOCTL

chromatogram of
tromethamine and

OCHOBHBIX
XpoMarorpaMme

XpoMaTtorpamMmme

«KonuyecTtBeHHOE onpeneneﬂne»)

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 ynep)KUBaHMA
MHKOB Ha

HCTIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpeMEHaM
YIOSpXXUBAaHMA OCHOBHBIX IIUKOB Ha
pacTBopa
CTaHIapTHBIX 06pa3noB KeTopoJaka
TpOMeTaMHHa M HanpoKceHa (pa3aen

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) /
Bpemena yaepHBaHMS OCHOBHBIX
MUKOB Ha XpomaTtorpamme
HCTIBITYEMOTO  PacTBOpa  OOJKHBI
COOTBETCTBOBATh BpeMeHaM
YOEp)KHBaHMA OCHOBHBIX ITMKOB Ha
XpoMaTorpaMme pactBopa
CTaHIApTHBIX 00pa3LlOB KeTopoJaka
TpOMETaMHMHa M HampoKceHa (pa3fedn
«KonuiecTBeHHOE OTIpefeiCHUE)

3 Clarity / Ilpo3spauHocThb

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHus
npernapara He JOJDKHA NPEBBILIATh
olaecleHUMI0 3TATOHA cpaBHEeHHA 1.

4 Color / IlBeTHOCTDb 0.036 Abs Not more than 0.20 at 430 nm /
He 6onee 0,20 npu JJTHHE BOJHEI
430 um

5 pH 7.33 Between 6.9 and 7.9/6,9-7,9

Remarks : The Product confirms to ND/
[Tpumeuanue: Ilponykt cootBercTBYeT Tpebosanuam HJI

Conclusion : APPROVED /
3akarouenne: OJOBPEHO

Prepared by /
[Toarorosneno: Pardeep Kumar

—

Checked by /
[Mposepeno: Himesh Kumar

Approved by: Manager/Executive /
Opnobpeno: Menemxep / Pykoonutens
Pawan Kumar

Reprint Date /
Jara: 28.10.2021

Print Date /
Jara: 28.10.2021

Print Date /
Jara: 28.10.2021

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

AnaauTudeckuii oryer Ne

IMpoaykr: Keropon® (xeToponak) pacTBOp A/ BHYTPHBEHHOTO M BHYTPUMbILIEYHOTO BBeACHHA, 30 Mr/ma
Batch No / : V211111 Batch Quantity / : 2,09,090 ampules /
Cepusn Ne O6Bem cepHH 2.09,090 amnyn
Analytical Report No / : 890001553240 Date of Analysis / : 28.10.2021

HMara anaanza

Hdarta nponsBoacTea

Date of Manufacture / : OCT-2021 Date of Expiry / : SEP-2024

Togen no

Analysis performed according ND / Anamus nposenen no HJI: JII1-001365-231118 (amend Ne 1 from
114.01.2020 /u3m.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /mam.Ne 2 ot 24.08.2020)
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6 Particulate matter / MexaHu4YecKHe BKIKYEHHS

6A Visible particles /
BunyMeie 4acTHIIbI

Complies / CoOTBETCTBYET Should correspond to requirements /
B cooTBETCTBHHU C TPEOOBAHUAMU

6B Invisible particles /

HeBuUMbIe YaCTHLIBI:

i. Particles> 10 pm/
YacTuupl pazMepom >
10 mkMm

ii. Particles > 25 pm/
Yactuupl pa3sMepoM >

187 Not more than 6000 per ampoule /
He 6onee 6000 Ha aMITyTy;

7 Not more than 600 per ampoule /
He 6onee 600 Ha ammymy.

25 MKM
i/ Related substances / PoacTBeHHbIe IpUMecH

Impurity A / [TpuMecs A 0.15% Not more than 0.20 % / He 6onee

0,20 %
Impurity B / I[lpumecs B Not Detected Not more than 0.50 % / He 6Gonee

0,50 %
Impurity C / ITpumecs C Less than LOQ (0.033%) Not more than 0.50 % / He Gomnee

' 0,50 %
Impurity D / Ilpumecs D Not more than 0.20 % / He 6onee

BDL (Disregard area 1763) 0,20 %

Any unspecified impurity /

Not more than 0.20 % / He 6onee

[Moarorosneno: Pardeep Kumar

EnuuuyHas HeUACHTUDUIIH- 0.07% 0,20 %
poOBaHHAas NPpUMECH
Total impurities / Cymma 0.27% Not more than 1.50 % / He 6omee
npuMecei 1,50 %
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Ipumeuanue: [IpofyKT cooTBETCTBYET TpebGoBanmsam HJT 3axmouenue: OJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

IMposepeno: Himesh Kumar | Ono6peno: Menemxkep / PykoBoaurens
— Pawan Kumar Xo
\ 2

Reprint Date /

Jata: 28.10.2021

Print Date / Print Date /
Hara: 28.10.2021 Hara: 28.10.2021

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

CIN: L85195AP1984PLC004507
www.drreddys.com




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 : +91 98166 56001-02

CEPTUP®PUKAT AHAJIM3A S
www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: KeTopon™ (keToponak) pacTsop s BHYTPUBEHHOTO ¥ BHYTPHMBbILIEYHOIO BBEAEHUS, 30 Mr/mi
Batch No / : V211111 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O6bem cepun 2,09,090 amnyn
Analytical Report No / : 890001553240 Date of Analysis / : 28.10.2021
AHaIuTHYECKHH oTueT No Jdata ananuza
Date of Manufacture / : OCT-2021 Date of Expiry / : SEP-2024
JlaTta npon3soacTrea T'omeH g0
Analysis performed according ND / Ananus nposeaes mo HJ[: JIT1-001365-231118 (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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8 Extractable volume /
HM3Baexaemblii 00bem

1.1ml/ 1.1 mn

Not less than label claim (1.0 mL) /
He menee HomunansHoro (1,0 m)

9 Bacterial endotoxins /
BbakTepuajibHble
3HAOTOKCHHbBI

<=0.725EU/mg /
<=0.725ED2/Mr

Not more than 5.8 EU/mg of ketorolac
tromethamine / He 6onee 5,8 EQ/Mr
KETOpOoJlaka TPOMETaMHHa

10 Sterility / CTepuiabHoCTb

Complies / Crepunex

Should be sterile / Ctepunen

11 Assay / KosimuecTBeHHOe onpenesieHue
a) Ketorolac tromethamine / 30.00 mg / 30.00 Mr From 270mg to 33.0mg of
Ketoponaka TpomeTaMuH Ci15sH13NO;3-C4H INO3 (ketorolac
tromethamine) per 1 mL / Ot 27,0 Mr
no 33,0 Mr C]5H13NO3'C4H11NO3
(xeToponaka TpoMeTaMUH) B 1 Mn
b) Sodium chloride / Hatpusa 4.42 mg/mL / 4.42 mr/mn Between 4.2 mg/mL and 4.5 mg/mL /
XJIOpUA Ot 4,2 mMr/mMn 10 4,5 Mr/min
12 Alcohol content / Itanosn 11.48% Between 10.60 % and 12.60 % /

Ot 10,60 % no 12,60 %

Remarks : The Product confirms to ND/
[Tpumeyanue: [IpoaykT cooTBeTcTBYET TpeboBanmsam HJI

Conclusion : APPROVED /
3axiouenue: OJOBPEHO

Jara: 28.10.2021

Hara; 28.10.2021

Prepared by / Checked by / Approved by: Manager/Executive /
IMoxarororneno: Pardeep Kumar | [poeepeno: Himesh Kumar | Ono6peno: MeHemxkep / Pykosoaurens
f == Pawan Kumar /§

. A,
Reprint Date / Print Date / Print Date /

Jara: 28.10.2021
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

IMpoaykr: Ketopon™ (keToponak) pacTBOp /s BHYTPUBEHHOIO U BHYTPUMBILIECUHOrO BBeAEHHUS, 30 Mr/mi
Batch No / : V211111 Batch Quantity / : 2,09,090 ampules /
|Cepnsi Ne O6bem cepun 2,09,090 amnyn
Analytical Report No / : 890001553240 Date of Analysis / : 28.10.2021
AHATIMTHYECKHH O0TUYeT No JlaTa ananusa

Date of Manufacture / : OCT-2021 Date of Expiry / : SEP-2024

Jara mpoussoacTea I'oneH g0

Analysis performed according ND / Ananus nposeaen mo HJ/I: JIT1-001365-231118 (amend Ne 1 from
14.01.2020 /uzm.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /u3zm.Ne 2 ot 24.08.2020)

Paged4 of 4/ Crp. 4 u3 4

13 Packaging / Ynakoska 1 mL in class [ 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 amnmynsl U3 TEMHOIO
crexna kiacca I (USP). B Bepxueit | Ilo 1 Mn B amMmyJiel U3 TEMHOTO CTEKIIA
YyacTH aMIyJibl HaHeceHsl konblio U | kiacca 1 (USP). B BepxHeii dactu
Touka g paznomMa. Ha amnynmy | amIyjsl HaHeCEHBI KOJIBLO M TOYKA
HaKJIEUBAKOT ITHKETKY. It paznoMa. Ha aMmiyny HakjieuBaroT
ITo 10 ammyn ¢ MHCTPYKLUEH MO | 3TUKETKY.
NPUMEHEHHUIO noMemaroT | Ilo 10 ammyn ¢ HHCTpyKLMeH Tmo
B [IBX/anomMuHUeBbI# 6nHcTep. NPpUMEHEHHIO OMELIAOT
[To 1 6auctepy B Madky kapToHHyo. | B [IBX/amoMuHueBsIH 6nuctep.
ITo 1 6aucTepy B Madyky KaPTOHHYIO;
Uid  cTallMoHapoB: mo 2, 3, 5
ONUCTEPOB B MaUYKy KapTOHHYIO.
14 Labelling / MapxkupoBka According to ND / B cootrsetcTeuu ¢ HJI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3amuiieHHOM
XpaHeHune OT CBETa MecTe MpU TeMnepartype He Boille 25 °C. He 3aMopaXHBarTh.
16 Shelf-life / Cpok rogHocTH 3 years / 3 rona.

Remarks : The Product confirms to ND/
IIpumeuanue: [Ipoaykr cooTBeTcTBYeT TpeboBanusm HJJ

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
IoarorosneHo: Pardeep Kumar

Checked by /

IIporepeno: Himesh Kumar

-

N

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBoaurens
Pawan Kumar (

Reprint Date /
Jara: 28.10.2021

Print Date /
Jara: 28.10.2021

Print Date /
Jata: 28.10.2021
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