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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 : +91 98166 56001-02
CEPTUOPUKAT AHAJIN3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Mpoaykr: Keropon® (keToposnak) pacTBOp [UIsl BHYTPUBEHHOIO W BHYTPUMBILEYHOrO BBeIeHHs, 30 MI/mn
Batch No / 1 V230056 Batch Quantity / : 272727ampules /
Cepus Ne Oo6Bem cepun 272727 amnyn
Analytical Report No / : 890001643965 Date of Analysis / : 04.02.2023
Ananuruueckuii otuet Ne JlaTa anaausa

Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2025
JaTta npoH3BoACTBA T'open go

Analysis performed according ND / Ananus nposegen no HJI: JII1-001365-170222

Pagel of4/Crp.1n34

1}00 Test / Tloka3zaTennb Results / PesynbTaTh! Specification / Hopma
1 Description / Onucanue Clear light vyellow solution. / | Clear colorless to pale yellow solution.
[Tpo3pauHbIii ceerno-kentelii | / Ilpo3paunbiii OecLUBETHBIA MM
pacTBop. CBETJIO-XKENTHIH pacTBop.

2 Identification /
IMoasauHHOCTL

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
yAEpXKUBAHUS OCHOBHBIX ITIHKOB Ha
XpoMmarorpamme HCIIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHAM
yOEpKUBAHKS OCHOBHBIX ITHKOB Ha
XpoMarorpamme CTaHJapTHOrO
pacTBopa KeTopoJjlaka TpoMeTaMHHa
U HarpoKceHa (pazmen
«KonuuecTBeHHOE OTpele/ICHUE)

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
yIOEPXKUBAHUS OCHOBHEIX ITMKOB Ha
XpoMaTorpaMmme UCIIBITYEMOTO
pacTBOpa MOJDKHBI COOTBETCTBOBATH
BpeMeHaM YNCpPKMBAHUST OCHOBHBIX
TIMKOB Ha XpoMaTorpamme
CTaHZAPTHOTO PacTBOpa KeTopoJiaka
TpoMeTaMHMHa M HAaNpOKceHa (paznen
«KonuuecTBeHHOE ONpEiENEHHE)

3 Clarity / Ilpo3pauHocTh

Complies / COOTBETCTBYCT

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecLeHuus
npenapara He J0KHA [IPEBHIIIATD
omnasecleHIHI0 3TalloHa cpaBHeHuUs L.

4 Color / IlBeTHOCTD 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 mpu IIMHE BOJIHBI
430 HM.

5 pH 7.40 From691t07.9./016,9 no 7.9.

Remarks: The Prodnct confirms tn NTV/
[Tpumeuanue: IIpoaykT cooTBercTBYeT TpebopanusM HJL

Conclusion: APPROVFED /
3axmwouenne: OJIOBPEHO

Checked by /
[Tpoeepeno: Ramakant

Approved by: Manager/Executive /
Ono6peHo: Menemkep / Pykosonurens

i Pavan Kumar Sharma j;;_:;’,«—-

Prepared by /

INoarorosneHo: Pravesh Rana
v

Reprint Date /

Jara:04.02.2023

Reprint Date /
Jata: 04.02.2023

Reprint Date /
Jara : 04.02.2023
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
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CERTIFICATE OF ANALYSIS /. .51 03166 5600102
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[Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIponykr: Ketopon™ (keToponak) pacTBOp JUlsi BHYTPUBEHHOIO M BHYTPHMbILIEYHOTO BBeACHHs, 30 MI/Mn

Batch No / : V230056 Batch Quantity / : 272727ampules /
|Cepus Ne O6nem cepun 272727 amnyn
Analytical Report No / : 890001643965 Date of Analysis / : 04.02.2023
AnpanuTHYecKH#l oTyeT No JlaTa ananunza
Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2025
JlaTa npousBoacTBa T'oxen po
Analysis performed according ND / Ananus nposegen no HJ: JIT1-001365-170222
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poBaHHasA NpUMECh

0.05%

6 Particulate matter / MexaHn4eckue BKJIOYCHHUSA
6A Visible particles / Complies / CooTBETCTBYET Should correspond to requirements. /
Bupumble qacTHibl B cootBeTcTBHYM C TpeOOBaHUSIMHU.
6B Invisible particles /
HeBuanMble YacTHLIBL:
i. Particles> 10 pm/ 07 not more than 6000 per ampoule /
YacTtun pasMepom > He 6onee 6000 Ha amIyIy;
10 MkM
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
YacTHUL pa3MepoM > He 6onee 600 Ha ammyny.
25 MKM
7 Related substances / PoacTBeHHbIe npuMecH
Impurity A / Ilpumecs A 0.15% not more than 0.20 % / He OGosee
0,20 %;
Impurity B / [Ipumecs B Not detected / He oGuapyxena not more than 0.50 % / nHe Gonee
0,50 %;
Impurity C / [Ipumecs C Tess than 1.0Q (1.0Q =0 033 %) / Huxe not morce than 0.50% / HCc Gomnce
NPENENA KOJIMYECTRCHHOIO ONPESIENECHUA 0 50 (y ;
(ITKO = 0.033 %) »Y 705
Impurity D / TIpumecs D Below Limit of Detection (LOD = 0.014 %) / not ronore than 0.20 % / He Ooinee
Huxe npenena o6uapyxenus (110 =0.014 %) 0,20 %.
Any unspecified impurity / Not more than 0.20 % / He 6onee
EnuauyHas HemaeHTHGULH- 0,20 %.

Romarla: Tho Produot confirma to NI/
ITpumeuanue: [lpoaykt coorBeTcTBYET TpebopaHusM HJJ

Conclusion: APPROVED /
3akawuenne: OJJOBPEHO

Prepared by /
ITonrorosneno: Pravesh Rana

1

Checked by /
INposepero: Ramakant
r.U"

Approved by: Manager/Executive /
Ono6peno: Menemxep / P;S'lconomrrem:

Pavan Kumar Sharma _f . ——= _
4 U@ V

Reprint Date /
Jata:04.02.2023

Reprint Date /
Jara: 04.02.2023

Reprint Date /
Hara : 04.02.2023
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND1A

CERTIFICATE OF ANALYSIS  Tel:+91 98166 56001-02
CEPTUDPHUKAT AHAJIM3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Kertopon® (ketoposnak) pacTsop JUisi BHYTPUMBEHHOIO W BHYTPUMBIILICYHOrO BBeieHHs, 30 Mr/mn
Batch No / : V230056 Batch Quantity / : 272727ampules /
Cepus Ne Oo0bem cepuu 272727 amnyn
Analytical Report No / : 890001643965 Date of Analysis / : 04.02.2023
AnanuTHyeckuii oTyer Ne Jara ananausa
Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2025
aTa MPOU3BOJACTBA T'ogen g0

Analysis performed according ND / Anaaus nposeaen mo HJI: JIT1-001365-170222
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Total impurities / Cymma 0.20% Not more than 1.50 % / He Gonee
npumeceit 1,50 %.
8 Extractable volume / 1.0ml/ 1.0 Mn Not less than label claim (1.0 mL) /

Hszenexaembplii 00bLeM

He menee HomuHanbHOrO (1,0 M)

9 Bacterial endotoxins /
BakTtepnanbHble
IHAOTOKCHHDI

<=0.725 EU/mg /
<=0.725 EB/mr

Not more than 5.8 EU/mg of ketorolac
tromethamine. / He Gonee 5,8 EQ/mr
KeTOpONaka TpOMeTaMHHa.

10 Sterility (every 15th batch) /
CrepuibHOCTD (151 KAXKAOI
15-0ti cepun)

COMPLIES

Must be sterile. / JlomkeH OBITH
CTEPUIBHBIM.

11 Assay / KosinuecTBeHHOE 29.77 mg / 29.77 mr From 270mg to 33.0mg of
onpenesneHue C15H13NO3- C4H  1NO; (ketorolac
tromethamine) per 1 mL./ Ot 27,0 Mr
pile] 33,0 Mr C15H13N03'C4H11NO3
(keTopoJaka TPOMETAaMHH) B 1 MJL.
12 Alcohol content / ITanon From 10.60 % to 12.60 %. /

11.56 %

Ot 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/
ITpumeuanue: IIpoaykT cooTBeTCTBYET TpeGoBaHusM HJJ

Conclusion: APPROVED /
3aknouenne: OJJOBPEHO

Prepared by /
IToarorosieno: Pravesh Rana

r"/
“h

Checked by /
[TpoeepeHo: Ramakant

Gt

Approved by: Manager/Executive /
Onobpeno: Menemxkep / RYICOBO,D,HTCJ‘[L

Pavan Kumar Sharma W

Reprint Date /
Jarta:04.02.2023

Reprint Date /
Jara: 04.02.2023

Reprint Date /
Jlara : 04.02.2023
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Formulation Unit-6
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

Iponykr: Kertopon™ (keTtoponak) pacTBop [Ulsl BHyTPMBEHHOTO U BHYTPMMbILIEYHOTO BBeIeHH A, 30 Mr/mn
Batch No / : V230056 Batch Quantity / : 272727ampules /

Cepus Ne O0Bem cepun 272727 amnyn
Analytical Report No / : 890001643965 Date of Analysis / : 04.02.2023
AHaJIuTHYEeCKHH oTdeT Ne JMara anammsa |
Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2025
|laTa npon3soacTBa Togen o

Analysis performed according ND / Auanus nposeaen mo HJI: JII1-001365-170222
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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. /

Ilo 1 w™Ma B amoyiasl u3
CBETO3AILUTHOIO CTeKNa
kopuuHeBoro kimacca I (USP). B
BEPXHEH YacTH aMITyJbl HaHECEHB!
KOJILLO W To4yka Mid paznoma. Ha
aMITyJly HaKJIEUBAIOT STUKETKY.

ITo 10 amnyn ¢ uHCTpyKUHME# 1o
NPUMEHEHHUIO MOMEILAIOT
B [IBX/amomMuHueBsIit 6aucTep.

ITo 1 6nucTepy B Mauky 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. /

[lo 1 wMx B amoyiasl U3
CBETO3AIUMTHOTO CTEKIIa KOPHYHEBOTO
WIA  TEMHO-KODHYHEBOrO  IIBeTa
knacca I (USP). B BepxHeit 4actu
amITyJiel HaHEeCEHBI KOJbLIO W TOYKa
1UIA pazsioMa. Ha aMmItyny HakJienBaroT
ITUKETKY.

Ilo 10 amnyn ¢ HWHCTpYKUMEH @O
NpUMEHEHUIO MTOMELIAIoT
B [IBX/anmoMuHueBkIi GnHcTep.

ITo 1 6nucTepy B Ma4Ky KapTOHHYIO,
Uil cTauuoHapoB: no 2, 3, 5
(JIMULEPUB B LIAYKY RAPLIUHHYIY.

14 Labelling / Mapxupogka

According to ND / B cootserctuu ¢ H/I.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3auumeHHoM
OT CBETa MECTE U Temrneparype He Beimle 25 °C. He 3aMopa’kHUBaTh.

16 Shelf-life / Cpox roanoctu

3 years. / 3 roxa.

Remarks: The Product confirms to ND/
IIpumeyanue: ITpoaykT cooTBeTcTBYeT TpeboBanmsam HJJ

Conclusion: APPROVED /
3axmouenue: OJJOBPEHO

Prepared by /
IToarorosieHo: Pravesh Rana

A

Checked by /
ITporepeno: Ramakant

ok

Approved by: Manager/Executive /
Onobpeno: Menemxep /
Pavan Kumar Sharma «f.——=
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