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

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

CERTIFICATE OF ANALYSIS  Tel:+9198166 56001-02
CEPTUPHNKAT AHAJIM3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoayxr: Ketopon® (keToposiak) pacTBop Uil BHYTPUBEHHOIO H BHYTPUMBILIEYHOTO BBeJeHHMS, 30 Mr/mil
Batch No / : V230871 Batch Quantity / : 272727 ampules /
Cepha Ne Oo0BeM cepun 272727 amnyn
Analytical Report No / : 890001700952 Date of Analysis / : 26.11.2023

AHa MTHYECKHH OTYeT Ne Jarta ananusa

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2026
JlaT2 npousBojcTBa I'ogen mo

Analysis performed according ND / Ananu3 nposeaen mo HJI: JIIT1-001365-170222

Page 1 of S/ Crp. 1u35

[Tpo3pausklii 6ecLBETHSII PACTBOP.

1;.(? Test / IloxaszaTean Results / PesyabTaTsl Specification / Hopma
1 Description / Onucanue Clear  Colorless  solution. / | Clear colorless to pale yellow solution.

/ Tlpo3pauHelif OecLBETHBIH MM
CBETIIO-XKENTHIi pacTBOp.

2 Identification /
IMoanuHHOCTL

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) / BpemeHa
YIEPKUBAHUS OCHOBHBIX [THKOB Ha
Xpomarorpamme HCTILITYEMOTO
pacTBOpa COOTBETCTBYIOT BpeMEHaM
YIEPXUBAHUS OCHOBHBIX MHKOB Ha
XpoMaTorpamme CTaHAAaPTHOTO
pacTBopa KeTopoJjiaka TpOMeTaMUHa
" HampoKceHa (pazoen
«KoMu4ecTBEHHOE OTIPEICIICHUE)

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
YIAEPKUBAHUS OCHOBHBIX ITHKOB Ha
Xpomarorpamme HCIILITYEMOTO
pacTBopa OOJDKHBI COOTBETCTBOBATh
BpEMEHaM YAEpXHBaHUA OCHOBHBIX
IMKOB Ha XpoMaTorpamme
CTaHJapTHOTO pacTBOpa KeTopoJiaka
TpOMeTaMHHA U HampoKceHa (paszen
«KomyecTBeHHOE OMPEACIEHUEY)

3 Clarity / Ilpo3pa4yHocTb

Complies / CooTBEeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHnus
npenapara He JOJDKHA IPEBBIIIATh
OMaNIECLEHLMIO STANIOHA CpaBHEHUA L.

4 Color / IIBeTHOCTDL 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu [yIHHE BOJIHBI
430 uM.

5 pH 7.38 From 6.9 t0 7.9./ Ot 6,9 no 7,9.

Remarks: The Product confirms to ND/
ITpumeyanue: [IpoaykT cooTBeTcTBYET TpeboBanusam HJ

Conclusio

n: APPROVED /

3axmouenue: OJJOBPEHO

Hara:26.11.2023

Jara: 26.11.2023

Jata: 26.11.2023

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

IloarorosneHo: it Patial , | [Iposepeno: Santosh Kumar | OnoGpeno: Menemxgp / Pygosoauresns
fre-ier r Maurya = Abhishek Chauhan \q

Reprint Date / Reprint Date / Reprint Date /

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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Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS  Tel : +91 98166 56001-02
CEPTH®UKAT AHAJIH3A ~ Www.drreddys.com

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

Tpoaykr: Keropon™ (keTopomak) pacTBOp Al BHYTPHBEHHOTO W BHYTPHMBILIEHHOTO BBCICHNA, 30 mr/mn
Batch No / : V230871 Batch Quantity / : 272727 ampules /
Cepus Ne O0bem cepuu 272727 ammyit
Analytical Report No / : 890001700952 Date of Analysis / : 26.11.2023
AHaJuTHYeCKHIT oTUeT Ne Jlara ananusa

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2026

Jlara nponssojgersa I'open oo

Analysis performed according ND / Ananus nposesen no HJL: JIT1-001365-170222

Page2 of 5/Crp. 2135

6 Particulate matter / MexaHuyecKHe BKJIOYEHRS
6A Visible particles / Complies / COOTBETCTBYET Should correspond to requirements. /
BunriMble 4acTUL! B cooTBeTcTBUM C TPEOOBAHUAMM.
6B Invisible particles /
HerunuMble YacTHULIBL:
i. Particles> 10 pm/ 06 not more than 6000 per ampoule /
YacTull pa3MepoM > He 6onee 6000 Ha amIyIy;
10 Mmxm
ii. particles > 25 um/ 00 not more than 600 per ampoule /
YacTHI] pasMepoM > He Gonee 600 Ha amIyTy.
25 MKM
7 Related substances / PoacTeeHnble npuMecu
Impurity A / Ilpumecs A 0.15% not more than 0.20% / He 6oinee
0,20 %;
Impurity B / [Ipumecs B Below LOD (LOD = 0.014 %) / not more than 0.50 % / He Ooinee
Hwmxe npenena obuapyxerus (ITO 0,50 %;
=0.014 %)
Impurity C / I[Tpumecs C Below LOQ (LOQ =0.033%) / not more than 0.50 % / He OGonee
Hwxe npenena KOJIMYECTBEHHOTO 0,50 %;
onpenenenust (ITKO = 0.033 %)
Impurity D / ITpumecs D not more than 0.20 % / He Gonee
Below LOD (LOD =0.014 %) / 0,20 %.
Huxe npenena obHapyxenus (11O
=0.014 %)
Any unspecified impurity / Not more than 0.20 % / He Gonee
EnveudHas HeuneHTUhULIY- 0.05% 0,20 %.
poBaHHas IPHUMeCh
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
ITpumeuanue: [Ipoaykr cooTBeTcTBYET TpeboBanusm HJL 3akaouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
oarorosieno: Amit Patial IIposepeno: Santosh Kumar | Onobpeno: Menemwkep / Pykosoaunrens
Moo | Maurya ‘ Abhishek Chauhan
o e N
Reprint Date / Reprint Date / Reprint Date /
JlaTa:26.11.2023 Hara: 26.11.2023 Jara: 26.11.2023

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
www.drreddys.com



Dr. Reddy's Laboratories Ltd.
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DI". Reddy S ‘ _.. Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUOPUKAT AHAJIM3A www.drreddys.com

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

IIpoaykr: KeTopon® (keToposiak) pacTBOp Julsi BHYTPUBEHHOTO H BHYTPUMBILIEUHOrO BBEACHHUS, 30 Mr/mn
Batch No / : V230871 Batch Quantity / : 272727 ampules /
Cepust Ne O6bem cepuH 272727 amnyan
Analytical Report No / : 890001700952 Date of Analysis / 1 26.11.2023
AHAJMTHYECKHIT oTUeT No HMaTa anaausa

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2026

JlaTta npou3BoACTBa T'ogen oo

Analysis performed according ND / Anasn3 nposeaen mo HJI: JI[1-001365-170222

Page 3 of 5/Crp.3u3 5

Total impurities / Cymma 0.20% Not more than 1.50 % / He 6onee
npumecei 1,50 %.

8 Extractable volume / 1.0 ml/ 1.0 Mn Not less than label claim (1.0 mL) /
H3Bnekaemblii 06bem He menee HomuHaNBHOTO (1,0 MIT)

9 Bacterial endotoxins / <=(.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrtepuajbHble <=(0.725 E3/mr tromethamine. / He 6onee 5,8 EQ/mMr
IHAOTOKCHUHBDI KETOpOJlaka TPOMEeTaMHHa.

10 Sterility (every 15th batch) / NA Must be sterile. / JlomxeH ObITH
CTepuiabHOCTb (A5 KAMKAOI CTEPUIBHBIM.
15-0ii cepun)

11 Assay / KostnyecTBeHHOe 29.64 mg/ 29.64 mr From 270mg to 33.0mg of

onpeneJieHue CisH13NO3- C4H11NO; (ketorolac

tromethamine) per 1 mL. / Ot 27,0 mr
o 33,0 MrI’ C15H13N03'C4H11N03
(keToponaka TpOMETaMHH) B 1 MIL.

12 Alcohol content / ITanon 11.87 % From 10.60 % to 12.60 %. /
Ot 10,60 % 1o 12,60 %.

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

Ipumeuanue: IpoaykT cooTBeTcTBYeT Tpebopanusam HJI 3akmouenune: OJJOBPEHO

Prepared hy / Checked hy / Approved by; Manager/Executive /

IMoxrorornexo: Amit Patial [TpoBepeno: Santosh Kumar | Ono6peno: Menemxkep | Pykopoaurens
-\ '“'F Maurya (B Abhishek Chauhan {t x

—
Reprint Date / Reprint Date / Reprint Date /
Jara:26.11.2023 Jara: 26.11.2023 Hara: 26.11.2023

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
www.drreddys.com



Dr.Reddy’s ‘,‘:"

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

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

CERTIFICATE OF ANALYSIS  Tel:+9198166 56001-02
CEPTUG®HKAT AHAJIN3A www.drreddys.com

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

IMpoaykr: Ketopon™ (KeToposiak) pacTeop Juisl BHYTPHBEHHOTO ¥ BHYTPHMBbILIEYHOTO BBeAeH A, 30 Mr/mn
Batch No / : V230871 Batch Quantity / : 272727 ampules /
Cepus Ne Oo6Bem cepun 272727 amnyn
Analytical Report No / : 890001700952 Date of Analysis / : 26.11.2023
AHanuTHYeCKHi oTueT No Jara anaaunsa
Date of Manufacture / : 11/2023 Date of Expiry / : 10/2026
Jlara npousBoacTEA Topen 1o

Analysis performed according ND / Ananus nposenen no HJIL: JI1-001365-170222

Page 4 of 5/Crp. 4u3 5

13 Packaging / YnakoBka

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. /

Ilo 1 wMi B aMmoylsl u3
CBETO3AlLUTHOTO cTeKIia
xopuuneroro knacca I (USP). B
BEpXHel 4acTH aMITyjbl HAHECEHBI
KOJNIBIO W TOuKa i paszioma. Ha
aMIyJly HaKJIEHBAIOT STUKETKY.

ITo 10 amnyn ¢ UHCTpYKLMEH IO
PUMEHEHHIO MOMEIIAIOT
B IIBX/anmoMuHueBbIit 6AUCTED.

o 1 6nucTepy B Ma4Ky 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 aMOoyasl u3
CBETO3AIMTHOTO CTEKIIa KOPUIHEBOTO
WM  TEMHO-KOPMYHEBOTO  LIBETA
xnacca I (USP). B BepxHelt yacTu
aMITyJibl HAHECEHBI KOJNBIO U TOUKa
JU1a pasjioma. Ha amryny HakJIeuBaroT

ITUKETKY.
ITo 10 ammyn ¢ MHCTPYKLMEH I10
TPUMEHEHHUIO MOMEILAIOT

B [IBX/anmomMiHUEBbIH OIIHCTED.

o 1 6mucTepy B Na4yKy KapTOHHYIO;
ons crandoHapos: mo 2, 3, 5
GNUCTEPOB B NAYKY KAPTOHHYIO.

ITo 1 6nucTepy B NayKy KapTOHHYIO.

14 Labelling / MapkupoBska

According to ND / B cootetcTBum ¢ HJI,

15 Storage conditions /
XpaHenue

In a place protected from light below 25 °C. Do not freeze. / B 3amuinerHoM
OT cBETa MECTe Ipu Temmepatype He Boie 25 °C. He 3aMOpaxUBaTh.

16 Shelf-life / Cpok rooHocTu

3 years. / 3 rona.

Remarks: The Product confirms to ND/
Ipumeuanue: [IpoayKT cooTBETCTBYET TpebGoBanuam HJ

Conclusion: APPROVED /
3aknouenue: OJJOBPEHO

JaTa:26.11.2023

Hara: 26.11.2023

Prepared by / Checked by / Approved by: Manager/FExecutive /
TMoarotoeneHo: Amit Patial IIpoeepeno: Santosh Kumar | Ono6pero: Menemkepy PykoBoauTess

~yle-tae L-r Maurya : e Abhishek Chauhan Q
Reprint Date / Reprint Date / Reprint Date /

Jara: 26.11.2023

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
www.drreddys.com




Dr. Reddy's Laboratories Ltd,
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DI’. ReddY’S ‘.... Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS  Tel:+91 98166 56001-02
CEPTUO®HKAT AHAJIM3A www.drreddys.com

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

TpoaykT: Keropon” (keToponak) pacTsop [/ BHYTPHBEHHOTO ¥ BHYTPHMBILICIHOTO BBCACHHS, 30 mr/mn
Batch No / : V230871 Batch Quantity / : 272727 ampules /
Cepus Ne O0beM cepHn 272727 amnyn
Analytical Report No / : 890001700952 Date of Analysis / : 26.11.2023
AHaJuTHYeCKHH oTyeT N2 JlaTa ana/M3a

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2026
Jlara mpou3BoaCTBA I'open g0

Analysis performed according ND / Ananus nposeaen no HJL: JIT1-001365-170222

Page Sof 5/Ctp.5u3 §

API name / HaumenoBanne A®C: Ketorolac tromethamine / Kertoponaka TpoMeTamuH

INN / MHH: Ketorolac / Keroponak

API manufacturer batch number /

Howmep cepun npoussoantenn ADC: ABQH005022

FP Manufacturer API Batch number /

Homep cepun cyberanunn npoussoanrens [JID: FEQA0497

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /

Mpomssoautens APC, crpana: JI-p Pennu'c JlaGoparopuc JITa., MHmms

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

IMpumeuanue: [Ipoaykr coorsercTByet TpeboBanusM HJI 3axmouenue: OJOBPEHO

Prepured by / Cliccked Uy / Approved by: Munugoer/Ensoutive /

IMoarorossieHo: Amit Patial [Iposepeno: Santosh Kumar | OnoBpero: Menemxkep / PyKoBOIHTEI b
—Ae-tte—| [ Maurya an Abhishek Chauhan k

—_—
Reprint Date / Reprint Date / Reprint Date /
Hata:26.11.2023 Jara: 26.11.2023 Jara: 26.11.2023

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
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