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CERTIFICATE OF ANALYSIS

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

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

CEPTU®HKAT AHAJIU3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon™ (keToponak) pacTBop Asisi BHYTPUBEHHOIO ¥ BHYTPUMBbILIEYHOr0 BBeACHHS, 30 mr/mn
Batch No / : V230295 Batch Quantity / : 272727ampules /
Cepus Ne O0bem cepun 272727 amnyn
Analytical Report No / : 890001656387 Date of Analysis / : 08.04.2023
AHaJIUTHYECKHI 0TYeT Ne JaTa anammsa
Date of Manufacture / : Mar.2023 Date of Expiry / : Feb.2026
JlaTa npou3BoacTBa T'onen no
Analysis performed according ND / Anann3 nposeaen o HJI: JI[1-001365-170222
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ITpozpayHblit CBETJIO-KENThIH

pacTBop.

io Test / Iloka3zaTennb Results / PesynbsTaTs! Specification / Hopma
[
1 Description / Onucanue Clear, light yellow solution. / | Clear colorless to pale yellow solution.

/ Tlpo3pauHblif OE€CLBETHBIH WK
CBETJI0-KENTBIH PacTBOP.

2 Identification /
IMoanMHHOCTL

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
yIEP)KUBAHUSI OCHOBHBIX THKOB Ha
XpoMaTorpamMmme UCTILITYEMOTO
pacTBopa COOTBETCTBYIOT BpEMEHAM
YIEPXKUBAHUSA OCHOBHBIX MHKOB Ha
XpoMaTorpamme CTaHAAPTHOTO
pacTBOpa KeTopojaka TPOMETaMHHA
" HanpoKceHa (paznen
«KonuyecTBeHHOE ONpecNeHUe»)

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
yIep)KHBaHUS OCHOBHBIX IHMKOB Ha
XpoMaTorpamme UCTIBITYEMOTO
pacTBopa IOJDKHBI COOTBETCTBOBATH
BpPEMEHaM YASp)KHBAHUS OCHOBHBIX
MIMKOB Ha XpOMaTOTrpaMMe
CTaHOApPTHOTO pacTBOpa KEeTopoJaka
TpPOMETaMHHa M HanmpoKceHa (pasmen
«KonmyecTBeHHOE ONpeleneHUE)

3 Clarity / IIpo3pauHocTb

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuus
npenapara He JO/DKHA NpeBBILUaTh
OMaJeCLEeHUI0 3TaloHa cpaBHeHUA L.

4 Color / IIBeTHOCTHL 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu anuHe BOJIHBI
430 um.

5 pH 7.42 From6.91t07.9./016,9 no 7,9.

Remarks: The Product confirms to ND/
ITpumeuanwue: [Ipoaykr cooTBeTcTBYET TpeboBanusm HJJ

Conclusion: APPROVED /
3akarouenune: OJJIOBPEHO

Prepared by /
IMonrorosnexo: Ramakant

-

Checked by /
IIporepeno: Pradeep Kumar

o

Approved by: Manager/Executive /
OpnobpeHo: Menemxkep / Pykoronurens
Amit Kumar

~—

Reprint Date /
Jara: 08.04.2023

Reprint Date /
Jara: 08.04.2023

Reprint Date /
Jara : 08.04.2023
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CEPTUOUKAT AHAJIM3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon" (keToposak) pacTBOp Juisi BHYTPMBEHHOTO ¥ BHYTPHMbILIEYHOTO BBeACHHs, 30 mr/mi
Batch No / 1 V230295 Batch Quantity / ¢ 272727ampules /
Cepus Ne Ob6nbem cepun 272727 amnyn
Analytical Report No / : 890001656387 Date of Analysis / : 08.04.2023
AHanuTHYeCcKHii oTuer No JaTa ananuza
Date of Manufacture / : Mar.2023 Date of Expiry / : Feb.2026
JaTa npousBoacTBa T'ozen no
Analysis performed according ND / Auanus nposeaen mo HJI: JIT1-001365-170222
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Impurity B / Ilpumecs B

Below Limit of Detection (LOD =
0.014 %) / Hmwxe npenena
obHapyxenus (ITO = 0.014 %)

Impurity C / [Ipumecs C

Less than LOQ (LOQ = 0.033 %) /
Hmwke mnpenena KoJH4eCTBEHHOIO
onpenenenus (ITIKO = 0.033 %)

Impurity D / [Tpumecs D

Below Limit of Detection (LOD =
0.014 %) / Huxe npenena
obHapyxenus (I10 = 0.014 %)

Any unspecified impurity /
EnuHngyHas HeupeHTUGUUM-
poBaHHas IPUMECH

0.06%

6 Particulate matter / MexaHuyeckne BKIKOYEHUS
6A Visible particles / Complies / CooTBeTCTBYET Should correspond to requirements. /
Bunumbie yacTHLBI B cooTBeTCTBMY ¢ TpeOOBAHUSIMH.
6B Invisible particles /
HeBuanmble 4acTyiib:
i. Particles> 10 pm/ 16 not more than 6000 per ampoule /
Yactui pazmepom > He 6onee 6000 Ha ammyy;
10 Mmxm
ii. particles > 25 pm/ 01 not more than 600 per ampoule /
YacTHUL PasMEPOM > He 6onee 600 Ha ammyy.
25 MKM
7 Related substances / PoacTBeHHbIe mpuMecH
Impurity A / Ilpumecs A 0.15% not more than 0.20 % / He Oonee

0,20 %;

not more than 0.50 % / He 6onee
0,50 %;

not more than 0.50 % / He Gonee
0,50 %,;

not more than 0.20 % / He Oonee
0,20 %.

Not more than 0.20 % / He 6onee
0,20 %.

Remarks: The Product confirms to ND/
IIpumeuanwue: [Ipoayxr coorsercTByeT TpebopanusM HJJ

Conclusion: APPROVED /
3aknwgenne: OJJOBPEHO

Prepared by /
IToaroroeneno: Ramakant

doko

Checked by /
ITpoeepeHo: Pradeep Kumar

I

Approved by: Manager/Executive /
Opnobpeno: Meuepiep / Pykosoguresns
Amit Kumar

‘\/

—

Reprint Date /
Jara: 08.04.2023

Reprint Date /
Jara: 08.04.2023

Reprint Date /
JlaTa : 08.04.2023
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CEPTUDUKAT AHAJIU3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IpoaykT: Ketopon" (keToponiak) pacTBop Auisi BHYTPUBEHHOTO U BHYTPHUMbILIEUHOTO BBelleHHs, 30 Mr/ma
Batch No / : V230295 Batch Quantity / : 272727ampules /
Cepus Ne Oo6Bem cepun 2772727 amnyn
Analytical Report No / : 890001656387 Date of Analysis / : 08.04.2023
AHAJTHTHYECKHH oTyeT No JlaTra aHaiu3a
Date of Manufacture / : Mar.2023 Date of Expiry / : Feb.2026
JlaTa npou3BoJcTBa I'oaen a0

Analysis performed according ND / Auanu3 nposeaen no HJI: JII1-001365-170222

Page 3 of 4/ Crp. 3u3 4

Total impurities / Cymma 0.26 % Not more than 1.50 % / He 0onee
npumecei 1,50 %.

8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /
H3Bnexaemblif 00bemM He menee HomuHanbHOTo (1,0 M)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepuanbHbie <=0.725 ED/mr tromethamine. / He Gonee 5,8 ED/mr
JHAOTOKCUHBI KETOpoJIaKa TPOMETaMHHA.

10 Sterility (every 15th batch) / Must be sterile. / JlomkeH ObITH
CrepuibHOCTb (IUIS1 KAXKAOM NA CTEpUJILHBIM.
15-o0ii cepun)

11 Assay / KonnuecTBeHHOE 29.87 mg/29.87 mr From 27.0mg to 33.0mg of
onpejeJieHUe C5H13NO3- C4H; 1NOs (ketorolac
tromethamine) per 1 mL. / Ot 27,0 M
A0 33,0 Mr C15H13N03‘C4H11N03
(keToponaka TpPOMETaMHH) B 1 ML
12 Alcohol content / DTanon From 10.60 % to 12.60 %. /
11.43 % Ot 10,60 % mo 12,60 %.

Remarks: The Product confirms to ND/

ITpumeuanue: [IpomykT cooTBeTcTBYeT Tpebosanusam HJI

Conclusion: APPROVED /
3akmouenne: OJOBPEHO

Prepared by /
IMoarorosneHo: Ramakant

Al

Checked by /
[poeepeno: Pradeep Kumar

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / PykoBoautens

Amit Kumar P‘—ﬂ ;D,

Reprint Date /
Jara: 08.04.2023

Reprint Date /
Jara: 08.04.2023

Reprint Date /
Hara : 08.04.2023
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CEPTH®UKAT AHAJIU3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
poaykr: KeTopon" (keToponak) pacTBop /18 BHYTPUBEHHOTO M BHYTPHUMBILIEYHOTO BBEAEHHS, 30 mMr/mi
Batch No / : V230295 Batch Quantity / 2 272727ampules /
Cepns Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001656387 Date of Analysis / : 08.04.2023
AHaJHTHYECKHUI oTUeT No JlaTa anaiu3za
Date of Manufacture / : Mar.2023 Date of Expiry / : Feb.2026
JlaTa npou3BoACTBA I'ogen g0
Analysis performed according ND / Anann3 nposeaen no HJL: JITT-001365-170222

Page 4 of 4/ Crp. 4u3 4

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. /

I[To 1 wMn B amnoyasl Hu3
CBETO3ALLUTHOIO cTexsia
kopuuyHeBoro knacca I (USP). B
BepXHel 4acTH amnysbl HaHECEHb!
KOJIBLIO W TOuKa Juis pasjoMa. Ha
amIyJy HaKJIEHBAIOT ITUKETKY.

Ilo 10 amMmyn ¢ HMHCTpyKUMEH no
HPUMEHEHHIO MOMELIA0T
B IIBX/anoMHHUEBEIH OIHUCTED.

[o 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. /

Illo 1 wMn B8 aMmnoynasl u3
CBETO3AILMTHOTO CTEKNa KOPUUHEBOTO
WI¥4  TEMHO-KOPHYHEBOIO  IBETA
wiacca 1 (USP). B BepxHeit yactu
aMIyJibl HAaHECEHBI KOJNBLUO U TOYKA
Juts pasnoMa. Ha ammyity HaKJIeuBaroT
STHUKETKY.

I[To 10 ammyn ¢ MHCTpYKLMEH IO
NPUMEHEHUIO TTOMEILAI0T
B [IBX/amoMuHueBbI i OIHCTED.

ITo 1 6aucTepy B mauKy KapTOHHYIO;
Ui cTauuMoHapoB: mno 2, 3, 5
GJIUCTEPOB B NaYKy KAPTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootsercteuu ¢ HJI.

15 Storage conditions /
Xpanenue

In a place protected from light below 25 °C. Do not freeze. / B 3amuiieHHOM
OT CcBeTa MecTe npu Temnepatype He Beine 25 °C. He 3aMopaXuBars.

16 Shelf-life / Cpok roanocrn

3 years. / 3 rona.

Remarks: The Product confirms to ND/
INpumeuanue: Ilpoxgykt cooTBercTBYeT TpeboBaHusaM HII

Conclusion: APPROVED /
3axkmouenne: OJJOBPEHO

Hata: 08.04.2023

Hara: 08.04.2023

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

IMoarorosneHo: Ramakant IMpoeepeno: Pradeep Kumar | Onobpeno: Meneiep / PykoBoaures
' % @d\j Amit Kumar " ‘\;'/

Reprint Date / ‘ Reprint Date / Reprint Date /

Hata : 08.04.2023
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