Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

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

Hpoaykr: Ketopon™ (keToponak) pacTop i1 BHYTPHBEHHOTO H BHYTPHMbILIEYHOTO BBeACHHS, 30 Mr/ma
Batch No / : V230699 Batch Quantity / : 272727 ampules /
Cepua Ne O06beM cepHH 272727 ammyn
Analytical Report No / : 890001689769 Date of Analysis / : 21.09.2023
AHaJINTHYECKHIi oTueT No JlaTa aHanu3a

Date of Manufacture / : 08/2023 Date of Expiry / : 07/2026
JlaTa npoH3BoacTBA T'oxen mo

Analysis performed according ND / Anaims nposeaen no HJI: JIT1-001365-170222

Pagel of 5/Crp.1m35

i.? Test / [loka3zaTesnb Results / Pe3yabTaThl Specification / Hopma

1 Description / Onucanue Clear pale yellow solution. / | Clear colorless to pale yellow solution.
ITpo3paunsiit ceeno-xenTelii | / Tlpo3pauHslit GeclBETHBIH HIIH
pacTBop. CBETJIO-XKENTBIH PacTBOP.

2 Identification /
IMogHHHOCTL

The retention times of the main
peaks in the chromatogram of test
solution correspond to those in the
chromatogram of standard solution
of ketorolac tromethamine and
naproxen (Assay section) / Bpemena
yIepXHBaHHs OCHOBHBIX IMHKOB Ha
XpoMarorpaMme UCIIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHAM
yIep)XMBaHHs OCHOBHBIX MHUKOB Ha
XpoMaTorpaMme CTaHAAPTHOTO
pacTBOpa KeTopojaka TpOMETaMHHA
U HarpoKkceHa (paznen
«KoJIMUeCTBEHHOE ONpeIeIeHUEN)

The retention times of the main peaks
in the chromatogram of test solution
should correspond to those in the
chromatogram of standard solution of
ketorolac tromethamine and naproxen
(Assay  section) / Bpemena
yAEpKMBAHUS OCHOBHEIX MMHKOB Ha
XpoMaTorpaMme UCTIBITYEMOTO
pacTBOpa IODKHBI COOTBETCTBOBATDH
BpeMeHaM YIEPKUBAHHA OCHOBHBIX
TIMKOB Ha XpoMaTorpamMme
CTaHAApTHOTO PacTBOPa KETOpoNaka
TpOMETaMiHa H HaIpokceHa (pasie
«Konnu4ecTBeHHOE OTIPENENIECHHEN)

3 Clarity / IIpo3pa4HoCTh

Complies / CoOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuus
npenapaTa He JOIDKHA IPEBhIIATh
ONaeCLEHIMIO ITAIOHA CpaBHEHHA I

4 Color / IlBeTHOCTB 0.03 Not more than 0.20 at 430 nm. /
He 6onee 0,20 mpy JITHHE BOJIHbL
430 HM.

5 pH 7.40 From 6.9t0 7.9. /0Ot 6,9 10 7.,9.

Remarks: The Product confirms to ND/
INpumeuanue: [IpoayKT cOOTBETCTBYET TpeboranusaM HJL

Conclusion: APPROVED /
3axmouenue: OJIOBPEHO

Prepared by /
[oaroronserto: Pravesh

Checked by /

[Mposepeno: : Santosh Kumar

Approved by: Manager/Executive /
Quofipenn Menemgep / PykoRomuTENR

JHara: 25.11.2023

Jara: 25.11.2023

Maurya (y\' Abhishek Chauhan
{ & )
Reprint Date / Reprint Date / Reprint Date /

Hara: 25.11.2023

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,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIA3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: KeTopon® (keTopoiiak) pacTBop JUIss BHYTPHBEHHOIO H BHYTPUMBIILEYHOTO BBeACHHs, 30 Mr/mn
Batch No / : V230699 Batch Quantity / : 272727 ampules /
Cepus Ne O6bem cepuu 272727 amnyn
Analytical Report No / : 890001689769 Date of Analysis / : 21.09.2023
AHaJINTHYIECKHH oTUeT Ne JlaTa aHaIH3a

Date of Manufacture / : 08/2023 Date of Expiry / : 07/2026
Jara npousBoacTBa T'onen o
Analysis performed according ND / Auasu3 nposexen mo HJI: JI[1-001365-170222

Page2 of 5/Ctp.2u3 5

6 Particulate matter / MexaHH4YeCKHe BKIOYEHHSA
6A Visible particles / Complies / CooTBeTCTBYET Should correspond to requirements. /
Buaumeie yacTUubl B cooTeeTCTBHH ¢ TPeOOBaHUAMU.
6B Invisible particles /
HeBuauMeble YacTHILIBL:
i. Particles> 10 pm/ 09 not more than 6000 per ampoule /
Yactul pasmMepoMm > He 6onee 6000 Ha amITyy;
10 Mxm
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
4acTUl pa3sMePoOM > He G6onee 600 Ha amIyITy.
25 MKM
7 Related substances / PoncTBeHHbIe IPUMECH
Impurity A / [Ipumecs A 0.15% not more than 0.20% / He O6onee
0,20 %;
Impurity B / Ilpumecs B Not Detected not more than 0.50 % / He 6onee
0,50 %;
Impurity C / ITpumecs C Below LOQ (LOQ = 0.033%) / not more than 0.50 % / He 6onece
Hike npeziena KONHUECTBEHHOTO 0,50 %;
onpeaenenus (ITKO = 0.033 %)
Impurity D / [Ipumecs D not more than 0.20 % / He OGonee
Below LOD (LOD = 0.014 %) / 0.20 %.
Hwxe npenena ooHapyxerus (I10 ’
=0.014 %)

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
ITpumeuanue: [Ipoaykr cooTBeTcTBYET Tpebopanuam H/I 3axmouenne: OJJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Iloaroroeneno: Pravesh [Iposepeno: : Santosh Kumar | Onobpeno: Menemgkep / PykoBonuresis
7 Maurya Abhishek Chauhan

¢ — \ .
Reprint Date / Reprint Date / Reprint Date /
Jara: 25.11.2023 Hara: 25.11.2023 Hara: 25.11.2023
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Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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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

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTIM3A ~ Wwdreddyscom

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Keropon® (keTopornak) pacTBOp AIsl BHYTPHBEHHOTO H BHYTPMMBIIIEYHOrO BBEACHHUS, 30 Mr/mit
Batch No/ : V230699 Batch Quantity / + 272727 ampules /
Cepus Ne O0beM cepun 272727 ammyn
Analytical Report No / : 890001689769 Date of Analysis / : 21.09.2023
AHaJuTHYECKHI oTUeT Ne JlaTa anaJausa

Date of Manufacture / : 08/2023 Date of Expiry / : 07/2026
JlaTa npoH3BOACTBA T'oxen o
Analysis performed according ND / Ananu3 nposexen mo HJI: JIIT-001365-170222

Page3 of 5/Crp.3mu35

Any unspecified impurity / Below LOQ (LOQ = 0.050%) / Not more than 0.20 % / He 6omnee
EnuuuyHas HeuAeHTUDUIY- Hxe npenena KOJIUYECTBEHHOIO 0,20 %.

pOBaHHas IPUMECH ompenenenus (ITKO = 0.050 %)

Total impurities / Cymma 0.15% Not more than 1.50 % / He 6onee
npHuMeceit 1,50 %.

8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /
H3enexaemsblii 00beM He menee HomuHansHOro (1,0 Mir)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepHna/jbHbIe <=0.725 E3/mMr tromethamine. / He 6onee 5,8 ED/Mr
HROTOKCHHBI KeTOopoJiaKka TPOMETaMHHA.

10 Sterility (every 15th batch) / NA Must be sterile. / JomxeH O6bITb
CTepunbHOCTD (AN KaKAOH CTEPHIIbHBIM.
15-oit cepnu)

11 Assay / KosindecTBeHHOE 29.74 mg/ 29.74 mr From 27.0mg to 33.0mg of
ompenesjieHue CisH13NOs-C4H; NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
pi(e] 33,0 Mr C15H13N03' C4H11N03
(keToponaka TPOMETaMHH) B 1 ML
12 Alcohol content / ITanon 11.71 % From 10.60 % to 12.60 %. /
Or 10,60 % 1o 12,60 %.

Remarks: The Product confirms to ND/
Ipumeuanue: [Ipogykt cooTBeTcTBYET TpeboBanuam H/J

Conclusion: APPROVED /
3akawuenne: OJOBPEHO

Prepared by /
IMoarorosneHo: Pravesh

1

Checked by /
[Tpoeepeno: : Santosh Kumar

Maurya &

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoauTens
Abhishek Chauhan!

(NN

Rl

Reprint Date /
Jata: 25.11.2023

Reprint Date /
Hara: 25.11.2023

Reprint Date /
Jara: 25.11.2023

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

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

AHANATHYECKHH oTueT No

Jara anangunza

CEPTHO®UKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoaykr: Ketopon® (keTopornak) pacTBOp Ui BHYTPHBEHHOTO H BHYTPHMBILIEYHOrO BBeACH!A, 30 MI/mu
Batch No / 1 V230699 Batch Quantity / : 272727 ampules /
Cepus Ne Oo0nem cepun 272727 amnyn
Analytical Report No / : 890001689769 Date of Analysis / : 21.09.2023

Date of Manufacture /
JlaTa npoH3BOACTBA

: 08/2023

Tonen g0

Date of Expiry /

: 07/2026

Analysis performed according ND / Anaaus nposegen nmo HJIL: JI[1-001365-170222

Page 4 of 5/ Crp. 4 w3 5

13 Packaging / Ynakoeka

1 mL in class I light-shielding 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. /

I[lo 1 ™M1 B aMmIyiasl H3
CBETO3aILUTHOTO cTeKIa
kopmunesoro kiacca I (USP). B
BepXHel 4acTHU aMITylbl HaHECEeHBI
KOJBLO ¥ TOYKa Ad pasiaoma. Ha
aMITyJTy HaKJICUBAIOT STHKETKY.

ITo 10 aMmyn ¢ UHCTpYKLHEH IO
MPUMEHEHUIO MOMEILAIOT
B [IBX/amoMuHneBbI# 6IHCTED.

ITo 1 6nucTepy B Na4Ky KapTOHHYIO.

1 mL in class I light-shielding amber
or dark 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. /

Ilo 1 wMn B aMnonyasl U3
CBETO3AIUTHOTO CTEKJIa KOPUYHEBOTO
WIH  TEMHO-KOPHYHEBOIO  LBETa
xnacca I (USP). B BepxHeil yactu
aMIIyJIBl HAHECSHB! KONLLO M TOYKa
1A pasnoma. Ha aMIyny HakJIeHBaOT

ITUKETKY.
ITo 10 ammyn ¢ HHCTPYKUHEH IO
TPUMEHEHHIO MOMEILAKT

B [IBX/anmoMuHueBbI# ONUCTED.

ITo 1 6micTepy B MaYKy KapTOHHYIO;
U1 cTam@oHapos: 1o 2, 3, 5
GIHCTEPOB B MUKy KapTOHHYIO.

ITo 1 6ucTepy B Na4Ky KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootsercrBuu ¢ HJI.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3amuuiiieHHOM
OT cBeTa MecTe IpH Temmeparype He Bbile 25 °C. He 3amopaxuBats.

16 Shelf-life / Cpox rogHocTH

3 years. / 3 ropa.

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
[pumeuanue: ITpoaykr cooTBeTcTBYET Tpebosanusam H/I Zaxmodyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Hoaroroeneno: Pravesh posepeno: : Santosh Kumar | Ono6peno: Menemxkep / PykoBoautens
g Maurya Abhishek Chauha&

/L @& \
Reprint Date / Reprint Date / Reprint Date /
Jara: 25.11.2023 Jara: 25.11.2023 Hara: 25.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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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
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CEPTH®UKAT AHAJIM3A

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

Ilpomykr: Keropon" (keroponak) pacTBop /ijlsi BHYTPHBEHHOrO ¥ BHYTPUMBILIEYHOrO BBEACHHS, 30 mMr/mn
Batch No / : V230699 Batch Quantity / + 272727 ampules /
Cepus Ne O0beM cepHH 272727 amnyi
Analytical Report No / : 890001689769 Date of Analysis / : 21.09.2023
AHaTHTHYECKHH oT4eT No Jlata ananusa
Date of Manufacture / : 08/2023 Date of Expiry / : 07/2026
Jata npoH3BOACTBA Togen g0

Analysis performed according ND / Ananns nposeaen no HJI: JIT1-001365-170222

Page5of 5/Ctp.5u35

| API name / Haumenosanne ADC:

Ketorolac tromethamine / Ketoponaka TpoOMeTaMHH

INN / MHH:

Ketorolac / Ketoposak

API manufacturer batch number /
Homep cepun npouseoaurtens ADC:

ABPH009987, APH010125

FP Manufacturer API Batch number /
Homep cepuu cyderanuuy nponssoaurensn LJIdD:

FEQA00140, FEQA00141

API Manufactured by & country /
Mponssoanteas AQPC, crpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Penu'c Jlaboparopuc Jita., Unnus

Remarks: The Product confirms to ND/
[Mpumeuanue: [Ipoaykr coorBetcTByeT Tpeboranusam HJI

Conclusion: APPROVED /
3aknwuenne: OJOBPEHO

Prepared by /

IMoarorosneHo: Pravesh

Checked by /

/K Maurya =
e

Approved by: Manager/Executive /

IIposepeHo: : Santosh Kumar | Onobpero: Menemwkep / PykoBOOMTEIH

Abhishek Chauhan \ \

Reprint Date /
Jara: 25.11.2023

Reprint Date /
Hara: 25.11.2023

Reprint Date /
Jara: 25.11.2023

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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