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CERTIFICATE OF ANALYSIS

CEPTUOUKAT 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

Product : / Ketorol (Ketorolac) solution for intravenous and intramusculayvilyjebtiRagyS3oig/ml

IMpoaykr: Ketopon™ (keToposak) pacteop Ajis BHYTPUBEHHOIO W BHYTPUMbILLIEYHOro BBeAeHHs, 30 Mr/mn
Batch No / : V211282 Batch Quantity / : 2,09,090 ampules /
Cepus Ne Q0BeM cepHHl 2,09,090 amnyn
Analytical Report No / : 890001558869 Date of Analysis / : 28.11.2021
AHannTH4YecKHii oTyeT No Jara ananusza

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

Jdata npou3BOACTBA T'oxen no

Analysis performed according ND / Ananns nposegen no HJI: JII1-001365-231118 (amend Ne 1 from
14.01.2020 /m3m.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /u3m.Ne 2 ot 24.08.2020)

Page 1 of4/Crp.1uz 4

[Tpo3pauHslil, 6ecLIBETHBII pacTBOD.

I}f Test / HHokasaTensb Results / Pe3ysabTaThl Specification / Hopma
1 Description / Onucanue Clear colorless solution. / | Clear, colorless to pale yellow

solution. / [Tpo3pauHslii, 6ecBETHBI
UITH CBETIIO-XKENThIi pacTeop.

2 Identification /
INoaamHHOCTHL

The retention times of the main
peaks in the chromatogram of test
solution correspond to those in the
chromatogram of ketorolac
tromethamine and naproxen
reference standards solution (Assay
section) / BpemeHa ynepXKHBaHUA
OCHOBHBIX MTUKOB Ha
XpoMaTorpamme HCTILITYEMOTO
pacTBopa COOTBETCTBYIOT BpeMEHaM
yIOep)KMBaHUA OCHOBHBIX IIMKOB Ha
XpoMaTorpamme pactBopa
CTaHJAapPTHBIX 00pa3loB KeTopoJaka
TpOMeTaMyHa U HaTlpoKceHa (pa3fen
«KonuuecTBeHHOE ONIpEeNCHUE)

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 yaepXHBaHHS OCHOBHBIX
MTUKOB Ha XpOMaTorpamMMe
UCTILITYEMOTO  PacTBOpa  JOJDKHBI
COOTBETCTBOBAThH BpeMeHaM
yIep)XUBAHUS OCHOBHBIX IIMKOB Ha
XpOMaTorpamMmmMe pacTBOpa
CTAaHAApPTHBIX 00pa3LOB KeToposaka
TpOMETaMHHa U Halpokcena (pasfien
«KOnMU4IeCTBEHHOE ONpPENEIIeHUEN)

3 Clarity / IIpo3pa4yHocTb

Complies / CoOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHIus
npemnapata He IOKHA NPEBbIIATh
OMaeCIeHIIHIO 3TaIOHa cpaBHeHHs [.

4 Color / IIBeTHOCTD 0.038 Abs Not more than 0.20 at 430 nm /
He 6onee 0,20 npu ayMHE BOITHBI
430 M

5 pH 7.32 Between 6.9 and 7.9/6,9 - 7.9

Remarks : The Product confirms to ND/
[Mpumeuanue: [IpoaykT cooTBeTcTByeT Tpebosanusm HJI

Conclusion : APPROVED /
3axaouenne: OTOBPEHO

Jara: 28.11.2021

Jlara: 28.11.2021

Prepared by / Checked by / Approved by: Manager/Executive /

[oaroroeneno: Suman Kumar | IIposepeno: Himesh Kumar | Ono6peno: Menemxkep / Pykosonurens
CL/Q Manoj Kumar

Reprint Date / Print Date / Print Date /

Jara: 28.11.2021

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: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

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

CEPTHOUKRAT AHAJTH3A, Tel : +91 98166 56001-02
Product:/  Ketorol (Ketorolac) solution for intravenous and intramusculaw ijedtieadys 0omg/ml
ITpoaykT: Ketopon" (keToponak) pacTBOp AJjist BHYTPUBEHHOIO W BHYTPUMBILUEUHOTO BBEIeHUs, 30 Mr/mn
Batch No / 1 V211282 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O0Bem cepun 2,09,090 amnyn
Analytical Report No / : 890001558869 Date of Analysis / : 28.11.2021
AHanuTn4deckuii oruer Ne JlaTa ananusa
Date of Manufacture / : NOV-2021 Date of Expiry / : OCT-2024
JdaTa npou3BoOACTBA TI'onen mo
Analysis performed according ND / Ananuns nposexen no HJI: JIIT-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)
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6 Particulate matter / MexaHnuyeckue BKJIKYECHHS

6A Visible particles /
BuayMbie 4acTULIBI

Complies / CooTBeTCTBYET

Should correspond to requirements /
B cooTBeTcTBHHU C TpeOOBAHUSIMU

6B Invisible particles /
HeBuanuMbie 4aCTUIBL:

IIpumeuanue: [Tpoaykr cooTBeTcTBYET TpeboBaHusm HJI

i. Particles> 10 pm/ 160 Not more than 6000 per ampoule /
YacTulpl pasMepoM > He 6onee 6000 na ammyiy;
10 mxMm
ii. Particles > 25 pm/ 4 Not more than 600 per ampoule /
YacTHLpl pasMepoM > He 6onee 600 Ha ammyiny.
25 MKM
7 Related substances / PoacTBeHHBbI¢ pUMeECH
Impurity A / [Ipumecs A 0.15% Not more than 0.20 % / He 6onee
0,20 %
Impurity B / IIpumecs B Not Detected Not more than 0.50 % / He 6oinee
0,50 %
Impurity C / Ilpumecs C Less than LOO (0.033% Not more than 0.50 % / He 6oee
ess than LOQ (0. 0) 0.50 %
Impurity D / [lpumecs D Not more than 0.20 % / He 6onee
BDL (Disregard area 1750) 0,20 %
Any unspecified impurity / Not more than 0.20 % / He 6oxee
EnunudHas HenaeHTUGHLIU- 0.05% 0,20 %
pOBaHHas NPUMECh
Total impurities / Cymma 0.20% Not more than 1.50 % / He 6ozee
npuUMecei 1,50 %
Remarks : The Product confirms to ND/ Conclusion : APPROVED /

3axkmouenne: OJIOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Suman Kumar IMpoeepeno: Himesh Kumar | OnobpeHo: Menemxkep / PyhOBO}]IITBJIb
é&u " : Manoj Kumar
Sl se——t _/Z‘u.‘i.-ﬂ
Reprint Date / Print Date / Print Date /
Hara: 28.11.2021 Hara: 28.11.2021 Jlata: 28.11.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1284PLC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

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

CEPTUOHUKAT AHAIM3A Tel : +91 98166 56001-02
Product : / Ketorol (Ketorolac) solution for intravenous and intramusculatiyebtietdySeomg/ml
IIpoaykr: Keropon" (keToposak) pacTBOp jjisi BHYTPHBEHHOTO W BHYTPHMBILLEYHOTO BBeAeHHA, 30 Mr/mu
Batch No / : V211282 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O6bem cepuu 2,09,090 amnyn
Analytical Report No / : 890001558869 Date of Analysis / : 28.11.2021

AHanuTHu4yecKH# orueT Neo

Jata ananmusza

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

Jarta nipou3BoACTBa

Tonen xo

Analysis performed according ND / Ananns nposegen 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 /uzm.Ne 2 ot 24.08.2020)

Page3 0of4/Crp.3m34

8 Extractable volume /
HsBnexkaemblii 00beM

1.1ml/ 1.1 ma Not less than label claim (1.0 mL) /
He menee HomuHanbHOTO (1,0 M)

9 Bacterial endotoxins / <=0.725EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepHanbHblie <=0.725E3/mr tromethamine / He Gonee 5,8 ED/mr
IHAOTOKCUHBI KETOpoJiaka TPOMETaMHHA

10 Sterility / CTepujbHOCTb Complies / Crepuner Should be sterile / Ctepusien

11 Assay / KosiuuecTBeHHOE onpeae/ieHue
a) Ketorolac tromethamine / 29.24 mg/29.24 mr From 270mg to 33.0mg of

KeToponaKa TpOME€TaMUH

Ci5H13NO3 C4H 1NO3 (ketorolac
tromethamine) per 1 mL / Ot 27,0 mr
a0 33,0 MTI C15H13NO3'C4H11NO3
(keTopoJiaka TPOMETaMKH) B 1 M

b) Sodium chloride / Hatpusa 4.39 mg/mL / 4.39 mMr/mn Between 4.2 mg/mL and 4.5 mg/mL /
XJ10puU Ot 4,2 mr/mn 1o 4,5 mr/mn
12 Alcohol content / ITaHoa 11.80 % Between 10.60 % and 12.60 % /
Ot 10,60 % 10 12,60 %
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tpumeuanue: [IpoayKT cooTBETCTBYET TpeboBanusm HJT Zakawuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moxgroroeneno: Suman Kumar | [Mpoepeno: Himesh Kumar | Opobpeno: Menemiep / Pykoroauresb
Qc)—-/_: Manoj Kumar J L_,/C
3 [ Fl) Lot
Reprint Date / Print Date / Print Date /
Jlara: 28.11.2021 Jara: 28.11.2021 Jarta: 28.11.2021

Registered Office:

8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1284PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A

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

Vill. Khol, Nalagarh Road, Baddji,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscul aw Medtieadys 6oig/ml

Ipoaykr: Ketopon" (xeToposiak) pacTBOp Ayisi BHYTPHBEHHOTO U BHYTPHMBILIEHHOTO BBeAeHUs, 30 mr/mn
Batch No / : V211282 Batch Quantity / : 2,09,090 ampules /
Cepun Ne Ob6bem cepun 2,09,090 amnys
Analytical Report No / : 890001558869 Date of Analysis / : 28.11.2021
ARannTnyeckuii oruer Ne Jlara aHa/IM3a

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

JaTta npousBoacTsa I'ogen oo

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

Page4 of4/Crp.4u3 4

13 Packaging / Ynakoska 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 | leafletin 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 mMn B aMImynsl W3 TEMHOTO
crexia xnacca I (USP). B Bepxneit | Ilo 1 M B aMIIyJiel M3 TEMHOTO CTEKTIa
4acTH aMIyJikl HaHeCeHs! Konblo U | knacca I (USP). B Bepxne#l wactu
Toyka s pasnoma. Ha ammymy | aMmynbl HaHECEHBl KOJIBLO M TOYKa
HaKJIEUBAIOT STHKETKY. 1u1st pasnoMa. Ha amnyiny HakJieuBaroT
[To 10 ammyn ¢ MHCTpYKUMEH IO | 3TUKETKY.
NpPUMEHEHUIO nomewarot | Ilo 10 ammyn ¢ HHCTpyKLMe#l IO
B [IBX/antoMuHIEBEIH GUCTED. APUMEHEHHIO MOMEIIAIOT
o 1 6aucTepy B Nayky KapToHHyo. | B IIBX/anmoMUHHEBBIH OIUCTED.
ITo 1 6nucTepy B auKy KapTOHHYIO;
I cTanuoHapoB: mo 2, 3, 5
6JIMCTEPOB B MayKy KapTOHHYIO.

14 Labelling / MapkupoBka According to ND / B cootBetcTBuu ¢ HJI.

15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B saiuuimesHoM

XpaHeHue OT CBeTa MecTe npu Temneparype He Belie 25 °C. He 3aMopaxuBats.

16 Shelf-life / Cpox roasocTn 3 years / 3 rona.

Remarks : The Product confirms to ND/

[Mpumeuanue: [IponykT cooTBeTcTBYET Tpeboanuam HJI

Conclusion : APPROVED /
3akawyenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

[MoarorosneHo: Suman Kumar | Ilposepeno: Himesh Kumar | Ono6peno: Menemxkep / Pykosonurens
Z Q—L_/_:?_—J Manoj Kumar :‘h: | A

Reprint Date / Print Date / Print Date /

Jara: 28.11.2021 Hara: 28.11.2021 Jlarta: 28.11.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2359, Email: mail@drreddys.com

CIN: £t85195AP1284PLCO04507
www.drreddys.com




