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

IIpoayKT: Keropon” (KeTOpOIak) pactsop Ans BHYTPHBEHHOrO ¥ BHYTPHMBILICHUHOTO BBENCHUA, 30 mMr/mn
Batch No / : V211278 Batch Quantity / : 2,09,090 ampules /
Cepusi Ne O6bem cepun 2.09,090 amnyn
Analytical Report No / : 890001558032 Date of Analysis / 1 24.11.2021

AHaauTHYeCKHii oTueT No Jlara ananusa
Date of Manufacture / : OCT-2021 Date of Expiry / : SEP-2024
JlaTa npon3BoacTBA I"ogen 1o

Analysis performed according ND / Ananns npogeznen no HJI: JI1-001365-231118 (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)

Pagelof4/Crp. 1 m34

No

No Test / [TokazaTeJb Results / Pe3yabTaThl Specification / Hopma
1 Description / Onucanne Clear colorless solution. / | Clear, colorless to pale yellow
[Mpo3pauHblii, 6eCcLBETHEIN PACcTBOD. solution. / TIpo3pauHslii, 6ecLBETHBIN

WIH CBETJIO-XKENTHIH pacTBOP.

2 Identification /
[MopnnHHOCTH

chromatogram of
tromethamine and

XpoMarorpaMme

The retention times of the main | 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

ketorolac | chromatogram of ketorolac
naproxen | tromethamine and naproxen reference

reference standards solution (Assay | standards solution (Assay section) /
section) / BpemeHa ynepxuBaHus | BpemeHa yHepXHBaHWs OCHOBHBIX

OCHOBHBIX NUKOB Ha ITHKOB Ha XpoMaTorpaMme
XpoMaTrorpaMme HCIILITYEMOI'O HCHBITYEMOTI'O pacTBOpa JOJIKHEI
pacTBopa COOTBETCTBYIOT BpCMEHAM COOTBETCTBOBATL BpEMEHaM

YAEPXKHUBAHUA OCHOBHBIX ITHKOB Ha YACP)KUBAHUA OCHOBHBIX IIHKOB Ha

pacTBOpa | XpoMaTrorpamme pacTBopa

CTAaHAapPTHBIX 06pa3u013 KETOpOJIaKa CTaHIAPTHBIX 06pa3u03 KeTopo./1aKka
TpOMETaMHHa U HallpoOKCECHA (paaz[en TpOMETaMKHa U HampOKCEeHa (pa3)1en
«KonnyecTBeHHOE onpeneneﬂue») «KonuuecTseHHOE onpeueneﬂue»)

3 Clarity / llpo3pauHocTh

Complies / CooTBETCTBYET The opalescence of the sample should

not exceed opalescence of reference
suspension I. / Onanecuenmms
npernapaTa He J0JKHA NPEeBbIIaTh
OMANECLEHIMIO STATOHA cpaBHEeHUA L.

4 Color / LlpeTHOCTBL 0.039Abs Not more than 0.20 at 430 nm /
He 6osnee 0,20 npu [UIMHE BOJIHBI
430 M

5 pH 7.24 Between 6.9 and 7.9/6,9-7.9

Remarks : The Product confirms to ND/
[pumeuanue: [Tpoaykr cootsercrayet TpebosanusaM HIL

Conclusion : APPROVED /
Zaxmouenne: OJIOBPEHO

Hara: 24.11.2021

Hara: 24.11.2021

Prepared by / Checked by / Approved by: Manager/Executive /
IMoprorosneHo: Ankit IIposepeno: Himesh Kumar | Onobpero: Menemwkep / PykooauTes
- Pavan Kumar Sharma /| _——=
(A~ ¢/'r//
Reprint Date / Print Date / Print Date /

Jara: 24.11.2021

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: L85195AP1984PLC0O04507
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular inj'eci'inlls. 30 mg/ml
IIpoaykr: Ketopon® (Keroponak) pacTsop Ans BHYTPHBEHHOrO ¥ BHYTPUMbILICHHOTO BBEACHHA, 30 mr/ma
Batch No / : V211278 Batch Quantity / : 2,09,090 ampules /
Cepusa Ne Oo6bem cepun 2.09,090 amnyn
Analytical Report No / : 890001558032 Date of Analysis / 1 24.11.2021
AHanuTnyeckuii oruer Ne JlaTa aHanusa
Date of Manufacture / : OCT-2021 Date of Expiry / : SEP-2024
JlaTa mpoH3BOJACTBA T'open 1o
Analysis performed according ND / Ananus nposeaen no HJ: JITT-001365-231118 (amend Ne 1 from
14.01.2020 /m3m.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /u3zm.Ne 2 ot 24.08.2020)
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6 Particulate matter / Mexanu4yeckue BKJIIOYEHUS
6A Visible particles / Complies / CooTBETCTBYET Should correspond to requirements /
BunuMble 4acTHLBI B cooTseTcTBHM C TPeOOBAHUAMU
6B Invisible particles /
HesuauMeie 9acTHLIBI:
i. Particles> 10 pm/ 34 Not more than 6000 per ampoule /
YacThLBl pa3MepoM > He 6onee 6000 Ha aMItymy;
10 MM
ii. Particles>25 pm/ 1 Not more than 600 per ampoule /
YacTuipl pa3sMepoM = He Gonee 600 Ha ammyny.
25 MKM
g/ Related substances / PogcTeeHHbIe NpUMeCH
Impurity A / [Ipumecs A 0.15% Not more than 0.20 % / He 6oinee
0,20 %
Impurity B / JIpumecs B Not Detected Not more than 0.50 % / He 6onee
0,50 %
Impurity C / IIpumecs C Less than LOO (0.033% Not more than 0.50 % / He 6onee
ess than LOQ (0. 0) 0.50 %
Impurity D / ITpumecs D Not more than 0.20 % / He 6onee
BDL (Disregard area 1750) 0,20 %
Any unspecified impurity / Not more than 0.20 % / He 6onee
EnuHU4HAs HeUIEHTHHULHU- 0.05% 0,20 %
pOBaHHas NIPUMEChH
Total impurities / Cymma 0.20% Not more than 1.50 % / He 6omee
mpumecei 1,50 %

Remarks : The Product confirms to ND/

ITpumeuanue: [Tpoaykr coorBeTcTByeT TpedopanusaM HJL

Conclusion : APPROVED /
Zaxaouenne: OJJOGPEHO

Prepared by /
IMonarorosneHo: Ankit

A

Checked by /
[Mposepeno: Himesh Kumar

-\

Approved by: Manager/Executive /
Ono6peno: Menemxkep / Pyxosoautens
Pavan Kumar Sharma | -

Reprint Date /
Jata: 24.11.2021

Print Date /
Hara: 24.11.2021

Print Date /
HNara: 24.11.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2599, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
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CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIM3A

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
www.drreddys.com

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

Ipoaykr: Keropon” (keropomnak) pacTBOp ANst BHYTPUBEHHOIO ¥ BHYTPHUMbILIEYHOTO BBEACHHS, 30 mr/mn
Batch No / : V211278 Batch Quantity / : 2,09,090 ampules /
Cepun Ne O6bem cepHu 2,09,090 amnyn
Analytical Report No / : 890001558032 Date of Analysis / : 24.11.2021
AHATUTHYECKHH 0TUET Ne JlaTa apaanza

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

JlaTa npoH3BOCTBA T'ogen no

Analysis performed according ND / Ananus nposenen no HJI: JIT1-001365-231118 (amend Ne 1 from
14.01.2020 /m3m.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /m3m.Ne 2 ot 24.08.2020)
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8 Extractable volume /
H3BiaekaeMplii 00beM

1.1ml/1.1 mn

Not less than label claim (1.0 mL) /
He menee somuHaneHoro (1,0 mn)

9 Bacterial endotoxins / <=0.725EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepnaibHbIe <=0.725E32/Mr tromethamine / He 6omee 5,8 EQ/mMr
IHAOTOKCUHBI KETOpOJiaKa TPOMeTaMHHa

10 Sterility / CTtepnabHoCTb Complies / CrepuneH Should be sterile / Ctepunen

11 Assay / KoinuecTBeHHOE onpeaeieHne
a) Ketorolac tromethamine / 29.31 mg/29.31 mMr From 27.0mg to 33.0mg of
Keroponaka TpoMeTaMUH CsHi3sNO3 CsH 1NO3 (ketorolac
tromethamine) per 1 mL / Ot 27,0 Mr
o 33,0mr CisH;3NOs C4H1NOs
(keToponiaka TpoMeTaMKH) B 1 Mii
b) Sodium chloride / Harpus 4.33mg/mL / 4.33 Mr/mn Between 4.2 mg/mL and 4.5 mg/mL /
XJIOpUZ Ot 4,2 mr/mn 1o 4,5 Mr/Mi
12 Alcohol content / Tanos 11.87% Between 10.60 % and 12.60 % /

Or 10,60 % no 12,60 %

Remarks : The Product confirms to ND/

[pumMeuanwe: [Tpoaykt cootBercrayer Tpedopanuam HJL

Conclusion : APPROVED /
Zakmouenne: OJJOBPEHO

Prepared by /
IToarotosieno: Ankit

(b

Checked by /
IMposepexo: Himesh Kumar

——

Approved by: Manager/Executive /
Ono6GpeHo: Menemxep / Pygosoauress
Pavan Kumar Sharma e

'/
o5 ‘fv_"

Print Date
Jara: 24.1

Reprint Date /
Hara: 24.11.2021

/
1.2021

Print Date /
Jlara: 24.11.2021

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: L85195AP1984PLC0O04507

www.drreddys.com
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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P,, 173 205, INDIA

CEPTHU®HKAT AHAJIM3A Tel : +91 98166 56001-02
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

IMpoaykr: Ketopon" (keroponak) pacTsop JUIst BHYTPUBEHHOTO M BHYTPHMBILIEHHOrO BECACHNS, 30 mr/mn
Batch No / 1 V211278 Batch Quantity / : 2,09,090 ampules /
Cepus No Oo0beM cepun 2.09,090 amnyn
Analytical Report No / : 890001558032 Date of Analysis / + 24.11.2021
Anagurnyeckuii oryer No JlaTa ananusa

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

JlaTa npou3BoacTBa T'omen o

Analysis performed according ND / Auanns nposeaen mo HJI: JIT1-001365-231118 (amend Ne 1 from
14.01.2020 /usm.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /uzm.Ne 2 ot 24.08.2020)

Page4 of4/Crp.4us 4

13 Packaging / YnaxoBka 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 aMmyybl H3 TEMHOIO
crexna knacca I (USP). B sepxuelt | Ilo 1 MJI B aMITyJibl U3 TEMHOTO CTEKTIA
YacTH aMIyJisl HaHeceHb! kKonplo u | xmacca I (USP). B BepxHedl wacTd
Touka [Ia pasnoma. Ha amnyiy | amIyJbl HaHeCeHBl KOJBLO M TOHYKa
HaKIIEHBAIOT STHKETKY. 11 paznoMa. Ha amnyny HakjieuBaroT
ITo 10 aMmyn ¢ HUHCTPYKUHWEH IO | ITHKETKY.
IPUMEHEHHIO nomemaoT | ITo 10 ammyn ¢ UHCTpYKLMeH IO
B [IBX/anoMiHueBbIH 6IMCTED. NPUMEHEHHMIO MOMELIAT
Io 1 6nucrepy B Mauky KapToHHyto. | B JIBX/amroMuHKeBbIH GaHCTED.
I[To 1 6nucTepy B MaUKy KapTOHHYIO;
Ui cTallMoHapoB: mo 2, 3, 5
GIIMCTEPOB B MauKy KapTOHHYO.
14 Labelling / MapkupoBka According to ND / B cootsercTeuu ¢ HJI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B saiuiieHHoM
XpaHeHnune OT CBeTa MecTe Npu TeMneparype He Boie 25 °C. He 3amMopaxxUBarh.
16 Shelf-life / Cpox rognoctu 3 years / 3 rona.

Remarks : The Product confirms to ND/
Ipumeuanwe: [IpoayKT cOOTBETCTBYET TpeboBanmaM H/T

Conclusion : APPROVED /
Zaxmouenne: OJIOBPEHO

Prepared by /
IMoarorosneno: Ankit

P
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Checked by /
IMposepeno: Himesh Kumar

et

Approved by: Manager/Executive /

Ono6peno: Menemxep / Pykosoaurens

Pavan Kumar Sharma _~%,_— >
i _

Reprint Date /
Jara: 24.11.2021

Print Date /
JHara: 24.11.2021

Print Date /
Hara: 24.11.2021
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