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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
CEPTAOUKAT AHATU3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
| Dpoaykr: Keropon® (keToposnak) pacTBop JUisi BHyTPHMBEHHOIO M BHYTPHUMBIILIEYHOTO BBe/leHus, 30 Mr/mn
Batch No / : V230023 Batch Quantity / : 272727ampules /
Cepusn Ne O06Bem cepun 272727 amnyn
Analytical Report No / : 890001640930 Date of Analysis / : 18.01.2023
|AHanuTHYeCKHH oTyeT No Jata anajusa

Date of Manufacture / : Dec.2022 Date of Expiry / : Nov.2025

JlaTa npousBoacTBa T'onen A0

Analysis performed according ND / Anann3 nposegen mo HJI;: JI[1-001365-170222
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/
[Tpo3pauHslit CBETJIO->KEJIThIH

pacTBop.

1;,00 Test / ITokasaTenb Results / PesynbTathi Specification / Hopma
1 Description / Onucanue Clear light yellow solution. Clear colorless to pale yellow solution.

/  Tlpo3pauHblii O€CUBETHBIH HIH
CBETVIO-)KEJNITBIH pacTBOP.

2 Identification /
IMToa/IMHHOCTHL

. 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
YIEpXUBAaHUS OCHOBHBIX NHWKOB Ha
Xpomarorpamme HCITBITYEMOTO
pacTBopa COOTBETCTBYIOT BpeMEHaM
YAEPXUBAHUS OCHOBHBIX ITMKOB Ha
XpoMaTorpamme CTaHIapTHOTO
pacTBOpa KeTopoJjiaka TpOMETaMHHa
U HarpoKceHa (pazmen
«KonnuecTBeHHOE ONpeneeHue)

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
VIEp)KHBAHHA OCHOBHBIX IHKOB Ha
XpoMaTorpaMme HCITBITYEMOTO
pacTBopa [IOJKHBI COOTBETCTBOBAThH
BpeMeHaM YAEpXUBAaHUS OCHOBHBIX
MHKOB Ha XpoMaTorpamme
CTaHOAPTHOrO pPacTBOpa KeTopoJiaka
TPOMETaMKHa U HallpOKCeHa (pasien
«KonmuecTBeHHOE ONPEACTICHNUEN)

3 Clarity / IIpo3pauHocTb

Complies / COOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuus
npenapaTa He J0JDKHA NIPEBbILIATh
oMNaJieCLUEHLHIO 3TaJIOHa CpaBHEeHHU 1.

4 Color / I1BeTHOCTD 0.05 Not more than 0.20 at 430 nm. /
He 6oiee 0,20 npi AnNHMHE BOJILI
430 HM.

5 pH 7.34 From 6.9 t0 7.9./0t1 6,9 no 7.,9.

Remarks: The Product confirms to ND/
ITpumeyanwue: [lpogykT cooTrBeTcTBYeT Tpeboanusm HJJ

Conclusion: APPROVED /
3axmwuenue: QJJOEPEHO

Prepared by /
IMonrorosneno: Shivani Devi

AT

Checked by /
[Tporepeno: Ramakant

Al

g Manoj Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemkep / PykoBoaurens

Reprint Date /
Jata:18.01.2023

Reprint Date /
Hara: 18.01.2023

Reprint Date /
JlaTta : 18.01.2023
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CERTIFICATE OF ANALYSIS ¢ : 491 98166 56001-02
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Product ; / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IMpoaykr: Ketopon® (keToposak) pacTBop fJisl BHYTPUBEHHOrO M BHYTPMMBILIEYHOrO BBeIeHUs, 30 Mr/mit
Batch No / 1 V230023 Batch Quantity / : 272727ampules /
Cepus Ne O0nem cepun 272727 amnyn
Analytical Report No / : 890001640930 Date of Analysis / : 18.01.2023
AHajurnyecknii oTuer No JlaTa ananusza
Date of Manufacture / : Dec.2022 Date of Expiry / : Nov.2025
JlaTa npoH3BoAcTBA I'omen 1o
Analysis performed according ND / Anasns nposeaen mo HJI: JI1-001365-170222
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6 Particulate matter / MexaHnueckune BKJIIOUEHHNS

6A Visible particles /
BuauMble 9acTHIb!

Complies / CooTBeTCTBYET

Should correspond to requirements. /
B cOOTBETCTBHH C TPEOOBAHMUIMM.

6B Invisible particles /
HeBuanuMble YacTULIBL:

Hwxe npenena obuapyxeuus ([10 =0.014 %)

i. Particles> 10 um/ &4 not more than 6000 per ampoule /
YacTui pa3mMepom > ne Gonee 6000 na ammyny;
10 Mmxm
ii. particles > 25 pm/ 02 not more than 600 per ampoule /
YacTUL] pa3MepoM > ne Gonee 600 Ha aMmmnyny.
25 MKkM
7 Related substances / PoacTBeHHbIe IpUMeCcH
Impurity A / I[TpriMecs A 0.14% not more than 0.20 % / He 6onee
0,20 %;
Impurity B / [Ipumecs B Not detected / He o6HapyxcHa not more than 0.50 % / He Ooxee
0,50 %,;
Impurity C / ITpumecs C Less than LOQ (LOQ = 0.033 %) / Hwke not more than 0.50 % / He Gonee
npeaeiia KONHYECTBEHHONO ONPEAC/ICHUA 0 50 (y R
(MTKO = 0.033 %) > 0
Impurity D / [Tpumecs D Below Limit of Detection (LOD = 0.014 %) / not more than 0.20 % / He 6onee

0,20 %.

Any unspecified impurity /
EUMHUY Has HenpeH -
pOBaHHaA NPUMECh

0.05%

Not more than 0.20 % / He Gonee
0,20 %.

Remarks: The Product confirms to ND/
[Mpumeuanue: [IpoaykT cooTBeTcTBYeT TpeboBanuam HJI

Conclusion: APPROVED /
Zaxmouenne: ONOBPEHO

Prepared by /
[Moarotosneno: Shivani Devi
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[poBepernio: Ramakant
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CERTIFICATE OF ANALYSIS 1 ; 491 98166 56001-02
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykT: Ketopon® (keToposiak) pacTBop Julsi BHYTPMBEHHOTO W BHYTPUMBIIIEYHOTO BBEAEHHS, 30 Mr/mn
Batch No / 1 V230023 Batch Quantity / : 272727ampules /
Cepus No O6bem cepun 272727 amnyn
Analytical Report No / : 890001640930 Date of Analysis / : 18.01.2023
ApanuTHdecKn# oTueT Ne JlaTa anaau3sa
Date of Manufacture / : Dec.2022 Date of Expiry / : Nov.2025
JlaTa npon3BoacTBa I'oxen 1o
Analysis performed according ND / Ananuns nposemen mo HJI: JIT1-001365-170222
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H3pnexaemelii 00bem

Total impurities / Cymma 0.20% Not more than 1.50 % / He 6oinee
npumeceit 1,50 %.
8 Extractable volume / 1.0 ml/ 1.0 Mmn Not less than label claim (1.0 mL) /

He Menee vomunansaoro (1,0 mi)

CTepHnbHOCTD (4719 KaxKN0i
15-o0ii cepuu)

COMPLIES

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepuanbHbie <=0.725 E3/mr tromethamine. / He 6onee 5,8 ED/Mr
IHAOTOKCHHDI KeTopoJiaka TpOMETaMHIHa.

10 Sterility (every 15th batch) / Must be sterile. / JlomkeH ObITh

CTEPUJIEHBIM.

11.59 %

11 Assay / KosinuecTBeHHOE 29.62 mg / 29.62 mr From 27.0mg to 33.0mg of
onpenejeHue C1sH13NOs- C4H | 1NOsy (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mMr
pile] 33,0 Ml CHHUNO§'C4H111‘103
(keToponaka TpoMeTaMuH) B | MJI.
12 Alcohol content / ITanon From 10.60 % to 12.60 %. /

OT 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/
IIpumeuanue: Ilponykr cooteercTByeT Tpebosanusam HJI

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
[Moaroroeneno: Shivani Devi

A

Checked by /
[Tposepeno: Ramakant

4ol

Approved by: Manager/Executive /
Onob6peno: Menemkep / Pykosoaurens
Manoj Kumar ;
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Reprint Date /
Jara:18.01.2023
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Jlara: 18.01.2023
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P., 173 205, INDIA
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Preduct : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

Ilpoaykr: Keropon® (keToponak) pacTBOp AJisi BHYTPMBEHHOTO H BHYTPHMBILIEYHOTO BBEACHHS, 30 Mr/mi
Batch No / 1 V230023 Batch Quantity / : 272727ampules /
Cepus Ne Oonem cepun 272727 amnyn
Analytical Report No / : 890001640930 Date of Analysis / : 18.01.2023 ]
AHaJOHTHYECKHIl oTyeT Ne Jara apanusza
Date of Manufacture / : Dec.2022 Date of Expiry / : Nov.2025
JlaTa mpon3BoaCTBA I'onen mo
Analysis performed according ND / Anaau3 nposeaen mo HJI: JITT-001365-170222
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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 wMa B aMmoyiasl U3
CBETO3ALIUTHOTO cTeKia
kopuyHeBoro kmacca 1 (USP). B
BepXHEH YacTH aMIyJbl HaHECEHHI
KONBLO M TOYKa A paszioMa. Ha
aMIyny HaKkJICUBAIOT ITHUKETKY.

ITo 10 amoyn ¢ uHCTpykuucii mo
MPUMEHEHHIO MOMeUIaloT
B [IBX/amomMuHueBslit 611cTep.

o 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. /

Ilo 1 wMn B aMmoynsl W3
CBETO3ALUMTHOIO CTEKIIa KOPHYHEBOTO
WIH  TEMHO-KOPUYHEBOIO  LIBeTa
knacca I (USP). B BepxHeii wactu
aMIyJbl HaHEeCeHbl KOJBLO H TOYKa
i pasioma. 1la avnyny HakncusaroT

STHKETKY.
ITo 10 amnyn c uWHCTpyKuUMed Mo
NPUMEHEHUIO MOMEIIAIOT

B [IBX/anmoMuHuEBBI O1UCTEp.

ITo 1 6nucTepy B Ma4Ky KapTOHHYIO;
I cTrauuoHapoB: mo 2, 3, 5
61uCcTEpPOB B A4Ky KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootBetcTBUH ¢ H/I.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3amuinenaomM
OT CBETa MecTe IpU Temrnepartype He Boile 25 °C. He 3amopaxuBarts.

16 Shelf-life / Cpok roanocTn

3 years. / 3 rona.

Remarks: The Product confirms to ND/
ITpumeuanue: IlponykT coorBercTByeT Tpebopanusm HJJ

Conclusion: APPROVED /
3axkmouenne: OJJOBPEHO

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

[Noarorosneno: Shivani Devi [Tposepeno: akar}% Ono6peHo: Menemxkep / PykoBonurens
A\’/ @U}L o Manoj Kumar ) /W

Reprint Date / Reprint Date / Reprint Date /

Hara:18.01.2023 Hara: 18.01.2023 Jlata : 18.01.2023
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