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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddji,
Distt. Solan, H.P,, 173 205, INDIA
Tel: +91 98166 56001-02

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A

Product : /

Ketorol (Ketorolac) solution for intravenous and intramuscularitjebtiondy 3¢ofmg/ml

Ipoaykr: Ketopon® (keToposiak) pacTsop amns BHYTPHBEHHOTO 1 BHYTPHUMBILIEYHOTO BBEACHUS, 30 Mr/Mn
Batch No / : V211286 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O6bem cepun 2,09,090 amryn
Analytical Report No / : 890001560110 Date of Analysis / : 03.12.2021
AHanuTuuecKkmii oTyeT No Jara anannza

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

Jata npouszBoacrsa T'onen 1o

Analysis performed according ND / Auanus nposenxed no HJI: JITI-001365-231118 (amend Ne 1 from
14.01.2020 /u3m.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /usm.Ne 2 ot 24.08.2020)

Page 1 of 4/ Crp. 1.n3 4

,—1;.3 Test / ITokazaTens Results / PesyabTaTsi Specification / Hopma
1 Description / Onucanue Clear colorless solution. /| Clear, colorless to pale yellow
TIpo3paynbiii, 6ecLBeTHBIH pacTBOp. solution. / ITpo3paunslit, 6ecLBeTHDIH
WITH CBETIIO-XKENThLIL pacTBoOp.
2 Identification / The retention times of the main | The retention times of the main peaks
HMoanunnocTn peaks in the chromatogram of test | in the chromatogram of test solution
solution correspond to those in the | should cormrespond to those in the
chromatogram of ketorolac | chromatogram of ketorolac
tromethamine and naproxen | tromethamine and naproxen reference
reference standards solution (Assay | standards solution (Assay section) /
section) / BpemeHa ynepxkuBauus | Bpemena YAEPKUBAHUS OCHOBHBIX
OCHOBHBIX MIHKOB Ha | IUKOB Ha XpoMaTorpamMmMe
XpoMarorpamme UCMIBITYEMOTO | MCIBITYEMOrO  PacTBOpa  JOJIKHBI
pacTBoOpa COOTBETCTBYIOT BPEMEHAM | COOTBETCTBOBATh BpeMeHaM
YOEPXNBAHHA OCHOBHBIX IIMKOB Ha | YAEPKUBAHHS OCHOBHBIX ITHKOB Ha
XpoMarorpamme pacTeopa | XpomaTorpamme pacTtBOpa
CTaHNAPTHBIX 0OPA3LOB KeTOponaka | CTaHAPTHBIX 06PAa3LOB KETOpONaKa
TPOMETaMHHa U HaNpoKceHa (pasjen | TPOMeTaMMHA M HANPOKCeHa (pasmen
«KonuuecTreHHOE Ompeienenue) «KonuuecTBeHHOE ONpeieie HIE)

3 Clarity / ITpospaunocrs Complies / CooTeTcTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHuus
npenapara He JOJDKHA TIPEeBbIIIATh
OMNAJIECUEHLIMIO 3TAJIOHA CpABHEHUS 1.

4 Color / IllgeTHoCTB 0.029 Abs Not more than 0.20 at 430 nm /

He 6ostee 0,20 npu nnuHe BOTHBI
430 um
5 pH 7.28 Between 6.9 and 7.9/6,9-7,9
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Ipumeuanue: [poaykr cootserTcTByeT Tpebosanuam HJT 3axmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[oaroroeneno: Manish Sharma | INpoeepeno: Himesh Kumar Ono6peno: Menemikep / Pykosonurens
f’:i%.«.-a ) ) ———— |PawanKumar |
Reprint Date / Print Date / Print Date /
Hara: 03.12.2021 Hara: 03.12.2021 Hata: 03.12.2021

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
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIHU3A

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tal : +91 98166 56001-02

Product : / Ketorol (Ketorolac) solution for intravenous and intramusculd#iijed{iohdy30°0Mg/ml

Ilpoaykr: Keropon” (keToponak) pacTBOp MUIs BHYTPHBEHHOTO M BHYTPUMbILIEYHOTO BBEAEHHS, 30 MI/M
Batch No / : V211286 Batch Quantity / : 2,09,090 ampules /
Cepusa Ne Oo6Bem cepuu 2,09.090 amnyn
Analytical Report No / : 890001560110 Date of Analysis / : 03.12.2021
AHanutnyeckuii oruer No Jdara aHanu3za

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

JlaTa nponzBojacTBa Togen 1o

Analysis performed according ND / Ananus nposexen 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 /usm.Ne 2 oT 24.08.2020)
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6 Particulate matter / MexaHnHuecKkHe BKJIIOUYEHUS

6A Visible particles /

Buanmere yacTULb!

Complies / CooTBeTCTBYET

Should correspond to requirements /
B cooTBeTCcTBUM C TpeGoBaHUAMHU

6B Invisible particles /
HeBuauMele 9acTHIIbL:

i. Particles> 10 pm/ 142 Not more than 6000 per ampoule /
Yactuipl pasmepom > He 6onee 6000 na ammyy;
10 MmxMm
ii. Particles > 25 pm/ 4 Not more than 600 per ampoule /
YacTtunel pasmepom > He 6omee 600 Ha ammyiy.
25 MKkM
7 Related substances / PoxcTBeHHbIe npuMecn
Impurity A / Ilpumecs A 0.15% Not more than 0.20 % / He 6onee
0,20 %
Impurity B / [Ipumecs B Not Detected Not more than 0.50 % / He 6ouee
0,50 %
Impurity C/ ITpamecs C Less than LOO (0.033% Not more than 0.50 % / He 6onee
ess than LOQ (0. 0) 0.50 %
Impurity D / Ilpumecs D Not more than 0.20 % / He 6onee
BDL (Disregard area 1761) 0,20 %
Any unspecified impurity / Not more than 0.20 % / He 6onee
Enunyinas Henneutudunm- 0.05% 0,20 %
pOBaHHas MPUMECEH
Total impurities / Cymma 0.20% Not more than 1.50 % / He 6onee
npumMeceii 1,50 %

Remarks : The Product confirms to

[Tpumeyanue: Ilponykr cooretcTBYeT TpebOoBaHMaM HJJ

ND/

Conclusion : APPROVED /
3axaiouenue: OJJOBPEHO

Prepared by /
Honaroroeneno: Manish Sharma

L=

e

Checked by /
IIposepeno: Himesh Kumar

.

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykosoaureins
Pawan Kumar

Reprint Date /
Hata: 03.12.2021

Print Date /
Jara: 03.12.2021

Print Date / !
Hara: 03.12.2021

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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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

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

CEPTUOUKAT AHAJIU3A

Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscularinjediiondy30omg/ml

Hpoaykr: Ketopon" (keToposiak) pacTsop AJisi BHYTPUBEHHOIO U BHYTPUMBILLEYHOrO BBEAEHUSA, 30 Mr/mn
Batch No / : V211286 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O6bem cepuu 2,09,090 amnyn
Analytical Report No / : 890001560110 Date of Analysis / : 03.12.2021
AHanuTH4yecknii oTuet No Jara ananusa

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

JlaTta npou3BoacTBa T'open po

Analysis performed according ND / Ananu3z nposexen no 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)

Page3 of4/Crp.3u3 4

8 Extractable volume /
H3BnekaemMblii 06 bem

1.1ml/ 1.1 mn Not less than label claim (1.0 mL) /
He menee HomuHanbHoro (1,0 mn)

Ketoponaka TpoMeTaMuH

XJI0pUA

9 Bacterial endotoxins / <=0.725EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepnanbHbie <=0.725E3/mMr tromethamine / He Gonee 5,8 ED/mr
HJOTOKCHHBI KETOpoOiaka TpoMeTaMHHa

10 Sterility / Crepuibhocts Complies / Crepunen Should be sterile / Crepunen
11 Assay / KosinuecTBeHHOe onpeaesieHne
a) Ketorolac tromethamine / 29.43 mg/29.43 mr From 270mg to 33.0mg of

Ci15H13NO3-C4H 1 NO3 (ketorolac
tromethamine) per 1 mL / Ot 27,0 mr
pie} 33,0 Mr C15-H'13NO3'C4H11NO3
(xeToponaka TpoMeTamuH) B 1 M

b) Sodium chloride / Hatpus 4.39 mg/mL / 4.39 mr/mn Between 4.2 mg/ml. and 4.5 mg/mL /

Ot 4,2 Mmr/mn 10 4,5 Mr/min

12 Alcohol content / dTanon

11.65 % Between 10.60 % and 12.60 %/
Ot 10,60 % no 12,60 %

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

[Ipumeyanme: IpoaykT cootsercTBYeT TpeboBaHuaM HJT 3akaouenne: OJOBPEHO

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

Honrotoeneno: Manish Sharma | ITposepeno: Himesh Kumar | Opo6peno: Menenxep / Pykosoaurens
(;—j::;_jﬂf > — Pawan Kumar -/()

Reprint Date / Print Date / Print Date / [

Hara: 03.12.2021 Hara: 03.12.2021 Hara: 03.12.2021

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
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

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

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

’?()duct 2/

Ketorol (Ketorolac) solution for intravenous and intramusculavityebrredays3®mg/ml

| Hpoaykr: Keropon" (keroponak) pacTBop ans BHYTPMBEHHOIO U BHYTPHMMBILIEYHOTO BBEAEHMS, 30 Mr/M
Batch No / : V211286 Batch Quantity / : 2,09,090 ampules /
Cepust Ne O6bem cepun 2,09,090 amnyn
Analytical Report No / : 890001560110 Date of Analysis / : 03.12.2021
AHaanTH4eckuii oruer No JaTta ananuza

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

Jara nponsBoacTBa I'ogen no

Analysis performed according ND / Ananu3 nposexen no 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 /u3m.Ne 2 ot 24.08.2020)

Page4 of 4/ Crp. 4 uz 4

13 Packaging / YnakoBka

1 mL in class I 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.

m

Ilo I M1 B aMmyNel M3 TEMHOI'O
crexna kiacca I (USP). B BepxHeit
4acTH aMIyJIbl HaHECEHB! KOJIBLO M
Toyka 1A pasnoMa. Ha ammyny
HaKJIEUBAIOT STHKETKY.

[To 10 ammyn ¢ wHCTpyKUuMeHd 1o
NPUMEHEHHIO MOMEIIAloT
B [IBX/anmoMuHueBbIi GiucTep.

ITo 1 6nucTepy B MayKy KapTOHHYIO.

1 mL in class I 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.

[To 1 M1 B aMITyJIbI U3 TEMHOT'O CTEKJIA
kracca I (USP). B Bepxueii yactu
aMITyJbl HAHECEHBI KOJNBLO M TOYKa
i pasznoma. Ha ammyny HakiieuBaroT
3TUKETKY.

Ilo 10 ammyn c’' HHCTpYKuUMed II0
NPUMEHEHHIO MIOMEIIAIOT
B [IBX/amoMuHueBslif 6nucTep.

ITo 1 6nucTepy B nauky KapTOHHYIO,
Ul cTalydoHapoB: mno 2, 3, 5
6711CTEPOB B Na4Ky KapTOHHYIO.

14 Labelling / Mapxkuposka

According to ND / B cootserctuu ¢ HJI.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B samuiesHoM
OT CBETa MECTE MNpHM TeMIieparype He Bhime 25 °C. He 3amMopaxupats.

16 Shelf-life / Cpox rognoctu

3 years / 3 ropga.

Remarks : The Product confirms to ND/
ITpumeuanue: [Ipoaykt coorBeTcTBYET TpeboBanmsam HJI

Conclusion : APPROVED /
3axmwuenue: OJOBPEHO

Prepared by /
HoanOBnqu:_Manish Sharma

Checked by /
IIposepeno: Himesh Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / PykosoauTes

‘“___;_%’L-w M Pawan Kumar § 2
— ~ -~
Reprint Date / Print Date / Print Date / '

Hata: 03.12.2021

Jlara: 03.12.2021

Jara: 03.12.2021
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