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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 Tei : +91 98166 56001-02

CEPTUPHKAT AHAJIN3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ilpoaykr: Kertopon™ (keToposak) pacTBOp Aisi BHYTPUBEHHOTQ U BHYTPUMbILICUHOTO BBEACHHS, 30 Mr/mn
Batch No / : V230073 Batch Quantity / : 272727ampules /
Cepusa Ne Oo0bem cepin 272727 amnyn
Analytical Report No / : 890001646383 Date of Analysis / : 20.02.2023
AxaauTHyecKui order No JlaTa anaansa
Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2025
Jara npousBoacTBa T'oxen g0
Analysis performed according ND / Anasnus nposegen mo HJI: JII1-001365-170222
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i:) Test / [TokazaTens Results / PesynsTaThi Specification / Hopma

1 Description / Onucanne Clear light vyellow solution. / | Clear colorless to pale yellow solution.
[Tpo3pauHbIi cBeTo-keATelit | / Tlpo3pauHblii OecLBETHBIN WM
pacTBoOp. CBET/IO-XKETbIA PacTBOP.

2 Identification / The retention times of the main | The retention times of the main peaks

IToanuHHOCTH peaks in the chromatogram of test | in the chromatogram of test solution
solution correspond to those in the | should correspond to those in the
chromatogram of standard solution | chromatogram of standard solution of
of ketorolac tromethamine and | ketorolac tromethamine and naproxen
naproxen (Assay section) / Bpemena | (Assay section) / Bpemena
YIOEPKHBAHMA OCHOBHBIX IIMKOB Ha | YAEP)KMBaHHA OCHOBHBIX IHMKOB Ha
Xpomarorpamme HCIIBITYEMOrO | XpoMaTorpaMme HCIIBITYEMOTO
PacTBOpa COOTBETCTBYIOT BpeMeHaM | DAacTBOpa NOKHBI COOTBETCTBOBATH
yIAEP)KUBAHNMS OCHOBHBIX TMKOB HAa | BpeMeHaM YAEpXKMBaHHA OCHOBHBIX
XpoMaTorpaMme CTaHAapTHOrO | IHKOB Ha XpomaTorpamme
pacTBOpa KeToponaka TpOMETaMHHa | CTaHOAapPTHOTO pPacTBOpa KeTopoJiaka
U HanpoKceHa (pazmen | TpoMeTaMMHA W HaflpokceHa (pasmen
«KonuuecTBEHHOE OTIpeeICHUEN) «KONHMUECTBEHHOE OTIPE/IENIEHHE)

3 Clarity / Ilpo3pauHocTb Complies / COOTBETCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHums
npenapara He JOJDKHa NPEBBIINATh
OTIAJIECIIEHIIMIO TANOHA cpaBHeHus .

4 Color / IIBeTHOCTDb 0.04 Not more than 0.20 at 430 nm. /

He 6onee 0,20 npy JUIMHE BOJIHLI
430 Hm.
5 pH 7.37 E From 6.9 t0 7.9./ 01 6,9 5o 7.9.

Remarks: The Product confirms to ND/

[Tpumeuanue: IponykT cooTBeTcTBYeT Tpebopanusam HJI

Conclusion: APPROVED /
Zakawuenne: OJOBPEHO

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

TMoarorosneno: Shivani Devi IMpoeepeno: Pardeep Kumar | Ono6peno: Menemxkep / Pykosonutesns
A“,/ Amit Kumar b /\.;/

Reprint Date / Reprint Date / Reprint Date / -

Hara:20.02.2023 Hara: 20.02.2023 Hara : 20.02.2023
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[ Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
| Hpoaykr: KeTopon" (keToposiak) pacTBop Uit BHYTPMBEHHOTO W BHYTPUMbILIEYHOIO BBeACHHS, 30 Mr/ma
Batch No / : V230073 Batch Quantity / : 272727ampules /
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Analytical Report No / : 890001646383 Date of Analysis / : 20.02.2023
AxaguTuaeckni oTyer Ne JlaTta ananu3a
Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2025
ATa MPOM3BOICTBA Tonen mo
Analysis performed according ND / Ananns nposenen mo HJI: JIIT-001365-170222
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6 Particulate matter / Mexann4yeckne BKJAKNYEHHS
6A Visible particles / Complies / CooTBeTCTBYCT Should correspond to requirements. /
BuauMble yacTULpI B cooTseTcTBUU C TpeOOBAHHIMH.

6B Invisible particles /
HeBuanuMble 4acTHIIbI:

i. Particles> 10 pm/ 34 not more than 6000 per ampoule /
YacTul pazMepoMm > He 6onee 6000 Ha ammyny;
10 MkMm
ii. particles > 25 pm/ 01 not more than 600 per ampoule /
YacTHll pa3sMepoM > He-6osiee 600 Ha aMITyy.
25 MKM
7 Related substances / PoacTBeHHbIC NpUMecH
Impurity A / [Ipumecs A 0.18% not more than 0.20% / nHe Oonee
0,20 %;
Impurity B / [Ipumecs B not more than 0.50 % / He Gonee
Not detected / He o6Hapyskena 0.50 %:
Impurity C / Ilpumecs C Less than LOQ (LOQ = 0.033 %) / Hine not more than 0.50% / He Gonee

npenena KOMMYECTBCHHOrO onpeacieHns

(KO = 0.033 %) 0,50 %;

Impurity D / [Ipumecs D Below Limit of Detection (LOD = 0.014 %)/ not more than 0.20% / He O6olee
Hinke npenena obuapyxenus (I10 =0.014 %) 0,20 %.
Any unspecified impurity / Not more than 0.20 % / He Gonee
EnuniyHas HeuaeHTHHIH- 0,20 %.
pOoBaHHas IPUMECh 0.07%
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
[Tpumeyanue: I1poaykT cooTBeTCTBYET TpeboBaHuaM HJT 3akmouenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoarorosneHo: Shivani Devi [Tpoeepeno: Pardeep Kumar | OpoGpeno: Menemxep / PykosoauTtens
/s)/ QLZ/ Amit Kumar N\
\/
Reprint Date / Reprint Date / Reprint Date /
JaTa:20.02.2023 Jlara: 20.02.2023 Jlata : 20.02.2023
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

AHaauTHYeCKMH oT4yeT No

Ipoaykr: Ketopon" (keToposiak) pacTBop isi BHYTPHBEHHOTO ¥ BHYTPHMBILIEUHOTO BBEACHNS, 30 MI/mil
Batch No / : V230073 Batch Quantity / : 272727ampules /
Cepus Ne Oobem cepun 272727 amnyn
Analytical Report No / : 890001646383 Date of Analysis / : 20.02.2023

JlaTa ananausza

Jdara npou3BoJacTBa

Date of Manufacture / : Jan.2023 Date of Expiry / 1 Dec.2025

T'onen go

Analysis performed according ND / Ananu3s nposeaen mo HJI: JI[1-001365-170222
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Total impurities / Cymma 0.30% Not more than 1.50 % / He 6onee
npumecein 1,50 %.

8 Extractable volume / 1.1ml/ 1.1 mn Not less than label claim (1.0 mL) /
H3Biekaemblii 00beM He menee HoMuHanbHoro (1,0 mi)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac |
BakTepuanbuble <=0.725 ED/mr tromethamine. / He 6onee 5,8 ED/mr
IHAOTOKCUHBI KETOpOJiaka TpOMETaMHHa.

10 Sterility (every 15th batch) /

Must be sterile. / JlomxeH ObITb

CTepu/ILHOCTD (U1t KAXA0M COMPLIES ' CTEPUIbHBIM.
15-0ii cepun)
11 Assay / KonuecTBenHoe 30.17 mg / 30.17 mr From 270mg to 33.0mg of
onpeaeneHue Ci1sH3NO;3- C4H 1 INO3 (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
A0 33,0 Mr C15H13NO3'C4H|1NO3
(keToponaka TpOMETaMMH) B 1 ML
12 Alcohol content / ITa"on From 10.60 % to 12.60 %. /

11.41 % Ot 10,60 % 1o 12,60 %.

Remarks: The Product confirms to ND/

Conclusion: APPROVED /

[Tpumeuanue: IlpoaykT cooTseTcTBYET Tpebosanusm HJL Zaxarwuyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneHo: Shivani Devi IMposepeno: Pardeep Kumar | Ono6peno: Menemwxkep / Pykopoaurens
/§|/ Amit Kumar n—
[ i =
Reprint Date / Reprint Date / Reprint Date /
JaTa:20.02.2023 Jlara: 20.02.2023 Jata : 20.02.2023
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CEPTUPUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
poaykr: Ketopon"™ (keToponak) pacTBOp [1Jisi BHYTPHBEHHOIO U BHYTPUMAbILIEYHOrO BBEAECHHS, 30 Mr/mn
Batch No / : V230073 Batch Quantity / : 272727ampules /
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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 n a

PV C/aluminum blister.

1 blisters in a carton pack. /

IlTlo 1 wMA B aMmmynsl U3
CBETO3aLIMTHOTO cTekna
kopuuHeBoro knacca I (USP). B
BEPXHEHl HacTH aMIyJhl HaHECEHBbI
KOJIBLIO M TOYKa Ans pasioma. Ha
aMIyJly HaKJIeUBalOT 3TUKETKY.

[To 10 amnyn ¢ MHCTPYKLHMEH m©o
NPUMEHEHUIO NOMELUA0T
B [IBX/antoMunueBblit Gnuctep.

ITo 1 6nucTepy B NaYKy 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. /

[Tlo 1 wMn B aMOoyasl ©3
CBETO3ALUTHOTO CTEKJIa KOPUIHEBOTO
WX TEMHO-KOPUYHEBOTO  LBETa
knacca I (USP). B BepxHel uactu
aMmImyNpl HaHECEHbl KOJBLO M TOYKa
[t pasnoma. Ha amIyny HakJ1eMBaroT
STUKETKY.

Ilo 10 ammyn ¢ HMHCTpYKL(HEH MO
TIPUMEHEHHIO MOMELIAI0T
B [IBX/antoMuHHUEBRIH OIHCTED.

ITo 1 6nucTepy B IMa4Ky KapTOHHYIO;
Ins  crauMoHapoB: 1no 2, 3, 5
6/11CTEPOB B MAYKy KApTOHHY}O.

14 Labelling / MapkupoBka

According to ND / B cootBeTcTBUN ¢ HJT.

15 Storage conditions /
XpaHeHHe

In a place protected from light below 25 °C. Do not freeze. / B 3amunimeHHOM
OT CBeTa MecTe IIpH TeMneparype He Boiiie 25 °C. He 3aMopaxKBaTh.

16 Shelf-life / Cpox roanocTtu

3 years. / 3 roga.

Remarks: The Product confirms to ND/
Ilpumeuanne: Ilpogykt cootBeTcTBYeT TpeboBanusam HJI

Conclusion: APPROVED /
3axiarouyenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IHonrorosneHo: Shi\;{ai Devi IMposepeno: Pardeep Kumar | Onobpeno: Mengmskep / Pykosoauresns
Amit Kumar I A
L A
Reprint Date / Reprint Date / Repuint Date /

Jlara:20.02.2023

Hara: 20.02.2023

Jara : 20.02.2023
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