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Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Bacldi,
Distt. Solan, H.P.,, 173 205, INDIA
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CERTIFICATE OF ANALYSIS drredd
CEPTU®UKAT AHAJIM3A I e
Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IpoxykT: Keropon® (keToponak) pacteop [Uia BHYTPUBEHHOTO ¥ BHYTPHMBbIILEYHOr0 BBEACHHS, 30 Mr/mn
Batch No / 1 V231005 Batch Quantity / : 272727 ampules /
Cepuna Ne O6beM cepHH 272727 amnyn
Analytical Report No / : 040002364486 Date of Analysis /. : 03.01.2024
AunaiuTHyeckHii oTuer Ne JlaTa ananmsa
Date of Manufacture / : 12/2023 Date of Expiry / ¢ 11/2026
Hdara npou3BoacTea I'oxeH o
Analysis performed according ND / Ananu3s nposegen no HJ; JIIT-001365-170222

Papelof 5/Crp. 1u3 5

1;;’ Test / TlokasaTens Results / PesynsTaThbi Specification / Hopma

1 Description / Onucanune Clear pale yellow solution. / | Clear colorless to pale yellow solution.
ITpospayHeli cemno-xentwii | /  [Ipospaunblf  GECUBETHBIA My
pacTBop. CBETJIO-KENTBIA PACTBOP.

2 Identification /
INoamuHOCTH

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
YAEpXHMBaHUS OCHOBHBIX IMKOB Ha
XpOMaTorpamme HCTILITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHaM
YIEPXKUBAHKUSA OCHOBHBIX IIHKOB Ha
XpOMAaTorpamMme CTaHAaPTHOTO
pacTBopa KeToposiaka TpOMEeTaMHHa
%4 HaIpOKCEHa (paznen
«KOJIHYeCTBEHHOE OTpe/IENeHHUEY)

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
yHEpKHBAHUA OCHOBHBIX INUKOR Ha
XpoMaTorpaMme HCIIBITYEMOTO0
pacTBOpa IOJDKHBI COOTBETCTBOBATh
BpEMEHaM YIEpXKHBaHHA OCHOBHBIX
MHKOB Ha XpoMaTorpamMme
CTaHOApTHOrO0 PacTBOpa KETOpOJaka
TpOMETaMHHa M HalpokceHa (paszen
«KoJyMuecTBeHHOE ONpeleNeHHE»)

3 Clarity / Ilpo3padsocTsb

Complies / CoOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension L. / OnajiecucHuns
npenapaTa He NO/DKHA IPEBBIIATh
ONAIECUEHIIMIO 3TAIOHA CpaBHEHMA L.

4 Color / LIseTHOCTH 0.04 Not more than 0.20 at 430 nm. /
He Gonee 0,20 rmpu JIMHE BOJIHBL
430 BM.

5 pH 7.38 From 6.9t07.9./0t16,9 no 7.9.

Remarks: The Product confirms to ND/
[pumeuanune: [MpoaykT cootBeTcTBYET TpeboBanusm HJI

Conclusion: APPROVED /
Bakawyuenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Bxecutive /
[Moproroenedo: Ra akm [porepeno: SantQsh Kumar | Oxobpero: Menemxkep / @wh

l@u&\ A | Maurya S Abhishek CHauhan . \
Reprint Date / ; Reprint Date / Reprint Date / 3
Tara: 03 01 2024 Jata: 03 01 2024 Jlata: 03.01.2024

Regis

:EAF1981PLC004507
vavw.drraddy:z.com

Hicn: 82-327, Road Ne, 3, Banjara Hills, Hyderabad - 500034, Talangana, India
3900 2829, Enaily mzli@drraddys.com
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Product : /  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

Hp OiyKT: Keropon® (xeroponax) pacTeop ANs BHYTPHBEHHOTO H BHYTPHMEILICHHOTO BBCACHHAA, 30 mr/mn
Batch No / : V231005 Batch Quantity / : 272727 ampules /
Ceplig Ne Obbem cepuu 272727 amnyn
Analytical Report No / : 040002364486 Date of Analysis / : 03.01.2024
Anauraveckui oruer Ne Jara anaausa
Date of Manufacture / : 12/2023 Date of Expiry / : 11/2026
Jlara npoR3BoAcTBA T'opmen go
Analysis performed according ND / Ananus nposegen no HJI: JI[1-001365-170222
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6 Particulate matter / MexaHu4YeckHe BKIIKYEHUS
6A | Visible particles / Complies / CooTBeTCTBYET Should correspond to requirements. /
BHAHMEIE YACTHLIBI B coOTBETCTBHM € TPEOOBAHUAMM.

6B Invisible particles /
Hepuanmere 4acTHLbL:

i. Particles> 10 pm/ 19 not more than 6000 per ampoule /
Yacrull pasMepoM > He 6osiee 6000 Ha amImyny;
10 Mxm
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
YaCTHI] pa3Mepom > He 6onee 600 Ha ammyIy.
25 MKkM
7 Related substances / PoacTBesHbIE NTPHMECH
Impurity A / TTpumecs A 0.15% not more than 0.20% / He Gonee
0,20 %;
1 0,
Impurity B / [Ipumecs B Not detected / He o6Hapyxera not more than 0.50 % / e Gonee
0,50 %;
Impurity C / Ilpumecs C Below LOQ (LOQ = 0.033%) / not more than 0.50 % / He Gonee
Hipke npeaena KOJTHYECTBEHHOTO 0,50 %;
onpenenenus (ITKO = 0.033 %)
Impurity D / ITpumecs D not more than 0.20% / ue Goiee

Below LOD (LOD = 0.014 %) / 0,20 %.
Huxe mpenena obHapyxenus (ITO

=0.014 %)

Any unspecified impurity / Not more than 0.20 % / He Gonee

EnuHuyHas HeHAeHTHQHUIIH- 0.06 % 0,20 %.

pOBaHHad NMPUMECH
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
[puMesanue: Ipoaykr cootercTyeT TpeGoBanuam HJT 3akmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Iogrororneno: Ramakant | IlposepeHo: Sa_n&gh Kumar | Opnobpetio: Menemxep / PyxosoauTens

wuk .| Maurya el Abhishek CHauhan A

Reprint Date / LiES Reprint Date / Reprint Date / )
Jlata; 03.01,2024 Hara: 03.01.2024 Tara: 03.01.2024
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Dr. Reddy's Laboratories Lid.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS
"“"_'_CEPTH (DHPH(- =7 '“'_'“""AT AHA JIH‘ 3—A www.drreddys.com
Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Nponyxr: Keropon® (ketoponak) pacTsop /i BHYTPHBEHHOTO ¥ BH)'I']JHMB‘ILI]G‘:IHOI‘O seefeHns, 30 Mr/mn
BatchNo / 1 V231005 Batch Quantity / : 272727 amnpules /
Ceplia No Oo6nem cepHH 272727 amnyn
Analytical Report No / : 040002364486 Date of Analysis / : 03.01.2024
AHaJnTHYEeCKHH oTyeT No Jara aHanu3a
Date of Manufacture / : 12/2023 Date of Expiry / : 11/2026
JlaTa npon3BoaCTRa Iopeu no

Analysis performed according ND / Anasn3 nposegen no HJI: JITT-001365-170222
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Total impurities / Cymma 0.26% Not more than 1.50% / He 6Gouinee
npuMeceit 1,50 %.
8 Extractable volume / 1.0ml/ 1.0 Mn Not less than label claim (1.0 mL) /

Hzenekaemplii 06bem

He menee HomunansHoro (1,0 mir)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepuanbHbie <=0.725 E3/mMr tromethamine. / He 6onee 5,8 E3/mr
3HAOTOKCHHDLI KETOpOJaka TPOMETaMHUHA.

10 Sterility (every 15th batch) / NA Must be sterile. / JomkeH OwiTh

CrepunbHOCTh (ANA KaXAOH
15-0ii cepnn)

CTEpHIBHBIM.

11 | Assay/ KosuuecTBeHHOE 29.46 mg/ 29.46 Mr From 270mg to 33.0mg of
onpegeneHHe CysHi3sNO3 C{HiNOs (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mMr
mo  33,0mr C;sHisNOsCsH1NO3
{xeTopoJiaka TPOMETaMHH) B 1 MIL.
12 Alcohol content / 3Tanon 11.90 % From 10.60 % to 12.60 %. /

Or 10,60 % mo 12,60 %.

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

I[Tpumeuanue: [Mpoaykt cooTBeTcTRYeT TpeboBaHmsaM HIL 3axnouenne: OJOBPEHO

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

[NonroTosnero: Ranjakan [posepeno: Santosh Kumar | Onobpeno: Mcﬂemxe;x@m HTEND
d\,&#}} Maurya L»f’_ Abhishek CHauhan | “

Reprint Date / ! Reprint Date / Reprint Date /

Jara: 03.01.2024 Jlata: 03.01,2024 JHara: 03.01.2024

Registered Gf

C,I N: !.3‘3195,5\!:‘1984'?!{004537
wivw. drreadys.coim
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Dr. Reddy's Laboratories Ltd
Formulation Unit-6

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

CERTIFICATE OF ﬁ%sm www.drreddys.com
CEPTH®HKAT A A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIp OayxT: Keropon” (keToponak) paCTBOP U BHYTPHBEHHOIO M BHYTPHMBLILIEMHOTO BBEASHHH, 30 MI/mu
Batch No / : V231005 Batch Quantity / : 272727 ampules /
Cepiia Ne O6nem cepin 272727 amnyn
Analytical Report No / : 040002364486 Date of Analysis / : 03.01.2024
AnanTHueckuii oTyeT Ne JlaTa ananmnsa
Date of Manufacture / : 12/2023 Date of Expiry / : 1172026
Jara npon3Boacrsa Tonen a0
Analysis performed according ND / Ananus nposegen no H/I: JII1-001365-170222
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13 Packaging / Ynakogka

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. /

IIo 1 ™Mn B aMnynsl M3
CBETO3AIIMTHOTO cTeKIa

kopuuneporo kiacca I (USP). B
BepXHE! 4YacTH aMnyJbl HAHECEHBI
KOMBLO M TOYKa mns pasnoMa. Ha
amITyny HaKJI€HBAIOT STUKETKY.

[To 10 aMmyn ¢ HHCTpYKUHMEH MO
IPUMEHEHUEO [TOMEL[AIOT
B [IBX/ammomMuHHEBEIH OnUCTED.

ITo 1 6nuctepy B NayKy KapTOHHYHO.

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 2 PVC/aluminum blister.

1 blisters in a carton pack;

For in-patient facilities: 2, 3, 5 blisters
in a carton pack. /

[lo 1 w™Mm B aMOoyisl M3
CBETO3AIIMTHOTO CTEKJIa KOPHYHEBOTO
WIM  TEMHO-KOpDUYHEBOrO  IIBETA
knacca I (USP). B BepxHel uacTH
aMIyJTBl HaHECEHBI KOJBIO M TOYKA
Jns paznoMa. Ha aMITysly HaKJIEHBaroT
STHKETKY.

IMo 10 aMmyn ¢ HHCTPyKIHEH 110
MPHMEHEHHIO MOMEILAIOT
B [IBX/amomuHueBkIi GinucTep.

ITo 1 6aucTepy B Ia4Ky KapTOHHYIO;
UIA  crandoHapos: mo 2, 3, 5
6NHCTEPOR B NIa4Ky KapTOHHYIO.

[To 1 6aucTepy B NayKy KapTOHHYIO.

14 Labelling / MapkupoBKka

According to ND / B cootBercTBud ¢ HJI.

15 Storage conditions /
XpaHeHHe

In a place protected from light below 25 °C. Do not freeze. / B 3a1l411IEHHOM
OT CBeTa MECTe IIpH TeMrepatype He Bhille 25 °C. He 3aMopaXuBaTh.

16 Shelf-life / Cpox rogHocTH

3 years. / 3 rozia.

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

Ipumeyanne: IIpoaykT cooTsercTByeT TpeboBanusm HJI Saxsmouenne: OJIOBPEHO

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

ITonroToeneno: Ramakant Ipogepeno; S:ﬁ]ﬁs’h Kumar | OmobpeHo: Menemkep @1 ek
w- Maurya Y — Abhishek CHauhan : Y‘

Reprint Date / ! Reprint Date / Reprint Date / ‘

Hara: 03.01.2024 = [Mara: 03.01.2024 Jara: 03.01.2024

Registersd Office: 8-2-337, Road.No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 20 49C0 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L35195AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Kho!, Nalagarh Road, Badd;,
Distt. Selan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJII3A WlrgE eSS S0

Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Mpogyrr: Keropon” (Keropanak) pacTsop JUIs BHYTPHBEHHOTO M BHYTPHMBILICHNOrO BECCHHA, 30 mMr/mn

Batch No / : V231005 Batch Quantity / : 272727 ampules /
Cepuis Ne O0beM cepun 272727 amnyi
Analytical Report No / : 040002364486 Date of Analysis / : 03.01.2024
AnanuTHIECKHIi oT9eT Ne Jlara ananuza
Date of Manufacture / : 12/2023 Date of Expiry / : 1172026
JlaTa npon3BOACTEA TIopen g0
Analysis performed according ND / Ananus nposeaen no HJL: JII1-001365-170222
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API name / Hanmenosanue ADC:

Ketorolac tromethamine / KeTopoiaka TPOMETUMETH

Ketorolac / Ketoponak

Homep cepiin eyGerannun npousgoantens IJID:

INN / MHH:

API manufacturer batch number /

Homep Cepiin NPOH3ROANTEIR ADC: ABQH005022
FP Manufacturer APl Batch number / FEQA00497

API Manufactured by & country /
[pouseopnrenb ADC, cTpauna:

Dr. Reddy's Laboratories Ltd., India /
i1-p Peman'c Jlaboparopie Jita., Hnans

Remarks: The Product confirms to ND/
Npumenanwe: [poaykT cootsetcrayer Tpedosanmsm HJL

Conclusion: APPROVED /
3axmiouenne;: OJJOBPEHO

Prepared by /
Hoarotosneno: Ramakant

Rk

x

Checked by /

Maurya |

IMposepeHo: San}@&umar

Approved by: Manager/Executive /
Ono6peno: Menemwxkep / Pikosoanteib
Abhishek CHauhan “—"\

>

Reprint Date /
Jarta: 03.01.2024

Reprint Date /
Jara: 03.01.2024

Reprint Date /
Hara: 03.01.2024

, Hyderabad - S00024, Telangzana, India
natl: mail@drreddys.com
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