Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

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

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

CEPTU®UKAT AHAJIN3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoayxr: KeTopon®' (keToponak) pacTBOp AJisi BHYTPUBEHHOIO U BHYTPUMBILIEYHOrO BBEAEHHUS, 30 Mr/MA
Batch No / : V220906 Batch Quantity / 1 272727ampules /
Cepns Ne O0beM cepun 272727 amnyn
Analytical Report No / : 890001626186 Date of Analysis / : 05.11.2022
Ananurnyeckni oruer Ne JlaTa aHa/IM3a
Date of Manufacture / : Sep.2022 Date of Expiry / : Aug.2025
Jara npousBoacTBa I'ogen o
Analysis performed according ND / Ananuz nposeaen o HJL: JII1-001365-170222

Pagelof4/Crp.1n34

IMpo3pauHblit GecuBeTHBIH pacTBoOp.

1;.00 Test / [loka3aTesb Results / PesyabTaThl Specification / Hopma
1 Description / Onucanune Clear  colorless  solution. / | Clear colorless to pale yellow solution.

/  TlpospauHblif OecLUBETHBIA WK
CBETJI0-KEJIThIH PacTBOP.

2 Identification /
HMopgaunuocTb

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
yIEPKUBaHUS OCHOBHBLIX IUKOB Ha
XpoMarorpamme HCIIBITYEMOTO
pacTBopa COOTBETCTBYIOT BPEMEHAM
yIep)KUBAHHA OCHOBHBIX ITHKOB Ha
XpoMaTorpamme CTaHAPTHOTO
pacTBopa KeToponiaka TpoMeTaMUHa
u HalpOKCeHa (pazmen
«KOIM4eCTBEHHOE OMpPEaeieHUE)

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
yIaep)KUBaHUs OCHOBHBIX ITHMKOB Ha
XpomaTtorpamme UCIIBITYEMOTO
pacTBopa IOJKHBI COOTBETCTBOBATh
BpEMEHAM YAEPKHBaHHS OCHOBHBIX
MUKOB Ha XpoMarorpamme
CTaHJApPTHOTO PacTBOpa KeTopoJlaka
TpOMeTaMMHa M HarpoKceHa (pasaen
«KOJIMYECTBEHHOE ONPEIETICHUEN)

3 Clarity / Ilpo3pauyHocThb

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I, / OnanecueHnus
nperapaTa He NOJDKHA MPEBbILIATE
omaleCHEHIH0 ITaloHa cpaBHeHu 1.

4 Color / IIeTHOCTDL 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu nuHE BOJHBL
430 uMm.

5 pH 7.33 From 6.9t07.9./0716,9 00 7,9.

Remarks: The Product confirms to ND/
[Mpumeuanue: [Ipoaykrt cootBeTcTBYET TpeboBanuam HJJ

Conclusion: APPROVED /
3axawuenne: OJOBPEHO

JaTta:05.11.2022

Jara: 05.11.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Ramakant Q IMposepeno: Himesh kumar | Ono6peno: Menemwxkep / Pykosogutens

M M,/ _ — Manoj Kumar Mi
Reprint Date / Reprint Date / Reprint Date /

Jara : 05.11.2022
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

IIpoayxkr: Ketopon® (keToponak) pacTBop JUis BHYTPMBEHHOTO W BHYTPHUMBILIEYHOrO BBeAeHNs, 30 Mr/ma
Batch No / : V220906 Batch Quantity / : 272727ampules /
Cepusi Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001626186 Date of Analysis / : 05.11.2022
A”aanTuyecKHuii oruyet Ne Jara aHaamnza

Date of Manufacture / : Sep.2022 Date of Expiry / : Aug.2025
JlaTa npoH3BOACTBA T'onen no

Analysis performed according ND / Asanu3 nposeaex 1o HJI: JIT1-001365-170222
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6 Particulate matter / MexaHu4eckue BKJIIOYEHUA
6A Visible particles / Complies / CooTBeTCTBYET Should correspond to requirements. /
Buaymeie yacTHLBI B cOOTBETCTBUM ¢ TPeOOBAHUAMH.

6B Invisible particles /
HeBHauMBbIE YaCTHLIbI:

i. Particles > 10 pm/ 20 not more than 6000 per ampoule /
Yacrul pasMepoM > He 6onee 6000 Ha ammyny;
10 MKkM
ii. particles > 25 pm/ 01 not more than 600 per ampoule /
yacTUL pasMepoMm > He 6osee 600 na ammy.ty.
25 MKM
7 Related substances / PoacTBenHble npumecH
Impurity A / Ilpumecs A 0.15% not more than 0.20 % / He Oonee
0,20 %;
Impurity B / [Ipumecs B not more than 0.50 % / He ©Oonee
Not Detected 0,50 %;
Impurity C / IIpumecs C not more than 0.50 % / He OGosee

Less than LOQ (LOQ = 0.033 %) / Huxe
npeaena KoJMNYECTBEHHOTO ONpeIe/CHHs

0,50 %;

(TIKO = 0.033 %)

Impurity D / Ilpumecs D not more than 0.20% / He Oonee
Below Limit of Detection (LOD =0.014 %)/ | 0,20 %.
Hwxe npeaena obnapyxenus (110 = 0.014 %)
Any unspecified impurity / Not more than 0.20 % / He 6onee
EnunuyHas HEeMOCHTUPHULIA- 0.08% 0,20 %.

poBaHHas IPUMECH

Total impurities / C.yMMa 0.28% Not more than 1.50 % / He 6onee
npumecei 1,50 %.
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
IMpumeyanue: [lpoaykt coorercTByeT Tpebosanusam HJ 3akawyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
INoarorosneHo: Ramakant [Iposepeno: Himesh kumar Opnobpeno: Menemkep / PykosoauTenb
W CAld/_J Manoj Kumar .
Reprint Date / : Reprint Date / Reprint Date /
Hata:05.11.2022 Hara: 05.11.2022 JHara : 05.11.2022
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Not less than label claim (1.0 mL) /
He menee nomuHanbhoro (1,0 min)

8 Extractable volume / 1.0ml/ 1.0 mn

HUssnekaemulii 00LeM

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepuanbHble <=0.725 EQ/mr tromethamine. / He 6onee 5,8 ED/mr
HIOTOKCHHBI KETOpoJiaka TPOMETaMKHa.

Must be sterile. / JomkeH ObITh
CTEPHUIILHBIM.

10 Sterility (every 15th batch) /
CTepMJILHOCTD (MJIS1 KAMA0M
15-oii cepumn)

COMPLIES

11 Assay / KosinuecTBeHHOe 29.93 mg/29.93 mMr From 27.0mg to 330mg of
onpeaejieHue C5sH13NO3 C4H11NO3 (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
pite] 33,0 MI C15H13NO3'C4H11NO3
(keToponaka TPOMETaMMH) B 1 M.
12 Alcohol content / ITaHon 11.22 % From 10.60 % to 12.60 %. /

Ot 10,60 % no 12,60 %.

Conclusion: APPROVED /
Jaxuouenne: UJUBFEHO

Remarks: The Product confirms to ND/
lpumeyanue: llpoaykT cooTBeTcrsyer 1pebosanusm HJL

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

[Moarorosneno: Ramakant [Tposepeno: Himesh kumar | Ono6peno: Menemxep / Pyxoagnmenb
g — Manoj Kumar Yrretas )

Reprint Date / Reprint Date / Reprint Date /

JaTa:05.11.2022 Hara: 05.11.2022 Mara : 05.11.2022
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
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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 wMn B amnyisl u3
CBETO3aLIUTHOrO cTeKsa
kopuuHeBoro kyacca I (USP). B
BEpXHel YacTW aMITyJbl HaHECEHBI
KOJIBIIO W TOuka And pasznoma. Ha
aMILyJTy HaKJIEMBAOT 3THKETKY.

[To 10 ammyn ¢ HMHCTpYKUUEH I10
TIpHMEHEHUIO MOMELLAI0T
B [IBX/amomunuessiii GnucTep.

[To 1 6aucTepy B MaykKy 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. /

I[lo 1 wMn B ammyns W3
CBETO3ALIMTHOTO CTEKIAa KOPUYHEBOTO
WIM  TEMHO-KOPMYHEBOrO  IBeTa
knacca I (USP). B BepxHedl uactu
amIysibl HaHeCeHBI KOJbLIO W TOUYKa
njst pasnoma. Ha ammyny HakiieuBaroT
ITUKETKY.

I[lo 10 ammyn c MHCTpPYKLMEN 110
MPUMEHEHUIO TIOMELIAoT
B [IBX/anmomMuHueBsii 6nucTep.

Tlo 1 6nncTepy B NauKy KapTOHHYIO;
JUis  crauuoHapoB:; mo 2, 3, 5
GJIMCTEPOB B NMaYKy KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootrsercteuu ¢ H/I.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3ainuiueHHOM
OT CBETa MecTe NpH Temileparype He Bblle 25 °C. He 3aMopaxxuBath.

16 Shelf-life / Cpox roqnocTn

3 years. / 3 rona.

Remarks: The Product confirms to ND/
ITpumeuanue: IlpoaykT cooreTcTBYET Tpebosanusm HJI

Conclusion: APPROVED /
3akmrouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Iloarotrosneno: Ramakant IMpoeepenro: Himesh kumar Ono6peHo: Menemxkep / PykoBpaurens
M\ .)r f— Manoj Kumar \M
ML/ g leeet
WY
Reprint Date / Reprint Date / Reprint Date /
Jara:05.11.2022 Jlara: 05.11.2022 Jara : 05.11.2022
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