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CERTIFICATE OF ANALYSIS .
CEPTHUD®UKAT AHAJM3A  “Vwdrreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keToposiak) pacTBOp Uil BHYTPHMBEHHOIO H BHYTPUMBILIEYHOTO BBeIeH s, 30 mr/mut
Batch No / : V220348 Batch Quantity / : 27277 T7ampules /
'|Cepus Ne O06nbemM cepun 272777 amnyn
Analytical Report No / : 890001597613 Date of Analysis / : 17.06.2022
AHanuTHYeCKH oTyeT Ne Jlara aHanu3a
Date of Manufacture / : May.2022 Date of Expiry / : Apr.2025
JlaTa npoM3BoACTBA I'open no
Analysis performed according ND / Anann3 nposeaen mo HJI: JII1-001365-170222
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[Tpo3pauHblit 6ecHBETHBIN pacTBOp.

1;.00 Test / [lokazaTenn Results / PesynbTaTsl
1 Description / Onucanue Clear  colorless  solution. / | Clearcolorless to pale yellow solution.

/  Tlpo3pauyHplii OeCLUBETHBIA WM
CBETIIO-XENTHIH pacTBoOp.

2 Identification /
IMoaanHHOCTH

of ketorolac tromethamine

XpoMaTorpamme

XpoMaTtorpamMmme

H HanpoKceHa
«KonuuecTBEHHOE OIPENEIECHHIEN)

The retention times of the main
peaks in the chromatogram of test
solution correspond to those in the
chromatogram of standard solution
and
naproxen (Assay section) / Bpemena
YIEp>KUBaHUSL OCHOBHBIX ITMKOB Ha
HCIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHaM
YAEpXKUBaHUS OCHOBHBIX MHKOB Ha
CTaH/IAPTHOTO
pacTBopa KeTopoJiaka TpOMETaMUHa
(paznen

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)KUBaHHA OCHOBHBIX ITHKOB Ha
XpOMaTOrpaMme HCTIBITYEMOTO
pacTBopa IOJDKHEI COOTBETCTBOBATH
BpeMeHaM YIEep)KUBaHHA OCHOBHBIX
MHKOB Ha XpoMaTorpamMmme
CTaHOAapTHOTO pacTBOpa KeTopojiaka
TpOMETaMMHa M HAIpoOKceHa (paszen
«KonuuecTBeHHOE ONpeIe/ICHHEN)

3 Clarity / Ilpo3pauHocThb

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHIus
npenapara He I0JDKHA NPeBBIIIaTh
OMANECHEHIIMIO 3TAJIOHA CpaBHEHHA 1.

Remarks : The Product confirms to ND/
ITpumeuanue: IlpoaykT cooTBeTcTBYET TpeboBaHusmM HJI

4 Color / llBeTHOCTH 0.05 Not more than 0.20 at 430 nm. /
He 6onee 0,20 mpu 1yiuHe BOIHEI
430 =M.

5 pH 7.29 From 6.9 t0 7.9./OT 6,9 no 7.9.

Conclusion : APPROVED /
3axnrouenne: OJJOBPEHO

Prepared by /
IToarorosnexo: Naresh Kumar

G

Checked by /
ITpoeepeno: Pardeep Kumar

S

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PykoBoaurens
Rishu Sharma

61

Reprint Date /
MHara: 18.06.2022

Reprint Date /
Hara: 18.06.2022

Reprint Date/  /
Jlata : 18.06.2022
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CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOUKAT AHAJIU3A '

Product ; / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoaykr: Ketopon® (keToposiak) pacTBOp il BHYTPUBEHHOTO W BHYTPHMBIILIEYHOr0 BBeAEHHUs, 30 Mr/mi
Batch No / 1 V220348 Batch Quantity / : 272777ampules /
Cepus Ne O0bem cepun 272777 amMnyn
Analytical Report No / : 890001597613 Date of Analysis / : 17.06.2022
AnanuTudyeckuii oryet Ne Jlara ananusa
Date of Manufacture / : May.2022 Date of Expiry / : Apr.2025
JlaTa mpousBoACTBA Togen po
Analysis performed according ND / Ananus nposegen mo H/I: JI[1-001365-170222
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6 Particulate matter / MexaHuueckue BKIIOYECHUS

6A Visible particles /

BuanMbie 4acTHIIBI

Complies / CooTBeTCTBYET

Should correspond to requirements. /
B cooTBeTcTBHHU C TpeOOBAHHUAMU.

POBaHHAaA NpUMECH

6B Invisible particles /
Hesuaumeie yacTHLp!:
i. Particles> 10 um/ 07 not more than 6000 per ampoule /
YacTHL pasmMepoM > He 6onee 6000 Ha amnyny;
10 MM
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
YacTUL pa3MEPOM > He 6onee 600 Ha ammyny.
25 MKM
7 Related substances / PoncrBeHHbIe mpumMecH
Impurity A / [Ipumecs A Below limit of detection (LOD = 0.015 %)/ not more than 0.20% / He Gosee
Huxke npenena KOJIH4ECTBEHHOro 0 20 %
onpegenenns (ITIKO = 0.015 %) i )
3 [))
Impurity B / Ilpumecs B Not detected / He o6rapyseisa not ronore than 0.50 % / He Oonee
0,50 %;
; Below limit of detection (LOD = 0.010 %)/
Impurity C / Ilpumecs C . not more than 0.50 % / He Oonee
onpeaenenus (ITKO = 0.014 %) 0,50 %;
Impurity D / ITpumecs D Below limit of detection (LOD = 0.014 %) / not more than 0.20 % / ue 6onee
Hinke npenena KoJU4ECTBEHHOrO 0,20 %.
onpeaeneHus (IIKO = 0.014 %)
Any unspecified impurity / Not more than 0.20 % / He 6onee
EnvnydHas HeMAeHTHOULH- Less than LOQ (0.05%) 0,20 %.

Remarks : The Product confirms to ND/

IIpumeuanue: [IpoaykT coorBeTcTBYET TpeboBanusam HJL

Conclusion : APPROVED /
3akmwouenne: OJJOBPEHO

Prepared by /
IMoarorosneno: Naresh Kumar

(Fs-

Checked by /
IIposepeno: Pardeep Kumar

Rishu S

=t—

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykopomurenb

harma

Reprint Date /
Jlara: 18.06.2022

Reprint Date /
Hata: 18.06.2022

Reprint

| /g\,n )

Date /

JHara : 18.06.2022
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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

CERTIFICATE OF ANALYSIS T

CEPTUOHUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIponyxr: Keropon® (ketoponak) pacTeop /i BHYTPUBEHHOTO M BHYTPUMBIIIEYHOTO BBEAEHHS, 30 MI/Mu1
Batch No / 1 V220348 Batch Quantity / ¢ 272777ampules /
Cepusa Ne O6nem cepun 272777 amnyn
Analytical Report No / : 890001597613 Date of Analysis / : 17.06.2022
AHATMTHYECKHI 0TYeT No JlaTa ananm3sa
Date of Manufacture / : May.2022 Date of Expiry / ¢ Apr.2025
Jara npou3BoacTBA T'open mo
Analysis performed according ND / Ananus nposeaen mo HJI: JIT1-001365-170222
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H3Bnexaemeblii 00LeM

Total impurities / Cymma Less than LOQ Not more than 1.50 % / He Gouee
npUMeceit 1,50 %.
8 Extractable volume / 1.1ml/ 1.1 Mn Not less than label claim (1.0 mL) /

He mMenee HomuHanbHOTO (1,0 MJT)

9 Bacterial endotoxins /
BakrepuasnbHbie
3HAOTOKCUHbI

<=0.725EU/mg /
<=0.725 E3/mr

Not more than 5.8 EU/mg of ketorolac
tromethamine. / He Gonee 5,8 ED/Mr
KeTopoJiaka TpoMeTaMHUHa.

15-oii cepun)

10 Sterility (every 15th batch) /
CTepu/ILHOCTD (A/151 Ka)K10ii

Complies / CooTBeTCTBYET

Must be sterile. / Jlomken ObITh
CTEPUIBHBIM,

11 Assay / KosimuecTBeHHOE 29.49mg / 29.49mr From 270mg to 33.0mg of
onpeaeneHue CisH13NO;3- C4H1NO3 (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
oo 33,0 MI C15H13NO3‘C4H11N03
(xeTopoJslaka TpOMETaMHH) B 1 MIL
12 Alcohol content / ITanon 11.55% From 10.60 % to 12.60 %. /

Ot 10,60 % mo 12,60 %.

Remarks : The Product confirms to ND/
Ilpumeuanue: [Iponykr coorBeTcTBYeT TpeboBanusm HJT

Conclusion : APPROVED /
3axmouenne: OJJOGPEHO

Prepared by /
[Moaroroeneno: Naresh Kumar

e

Checked by /
IIposepeno: Pardeep Kumar
N

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaurens
Rishu Sharma

ﬁ,n_uﬂ?

Reprint Date /
Hara: 18.06.2022

Reprint Date /
Hara: 18.06.2022

Reprint Date / /
Jarta : 18.06.2022
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CERTIFICATE OF ANALYSIS

AxHanuTH4YecKHi oTueT Ne

CEPTUDHUKAT AHAJIM3A
[Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpogykT: Kertopon® (keToposiak) pacTBOp Uit BHYTPUBEHHOTO M BHYTPUMBIILEYHOrO BBeAEHHS, 30 Mr/mi
Batch No / : V220348 Batch Quantity / : 272777ampules /
Cepus Ne O6bem cepun 272777 amnyn
Analytical Report No / : 890001597613 Date of Analysis / : 17.06.2022

JlaTa ananuza

JaTa npou3BoacTBa

Date of Manufacture / : May.2022 Date of Expiry / : Apr.2025

Topen mo

Analysis performed according ND / Auanus nposeaen mo HJI: JIIT-001365-170222
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13 Packaging / YnakoBka

1 mL in class I light-shielding amber | 1 mL in class I light-shielding amber
glass ampoules (USP). A cut ring | or dark amber glass ampoules (USP).
and point in the upper part of | A cutring and point in the upper part
ampoule. A label is attached to | of ampoule. A label is attached to

ampoule. ampoule.

10 ampoules and a patient | 10 ampoules and a patient information
information leaflet in a | leaflet in a PVC/aluminum blister.
PVC/aluminum blister. 1 blisters in a carton pack;

1 blisters in a carton pack. / For in-patient facilities: 2, 3, 5 blisters
Ilo 1 wMn B amoyasl u3 | ina carton pack./

CBETO3AIUTHOIO crekna | Ilo 1 mMn B aMOoynsl  H3

kopuuyHeBoro kimacca I (USP). B | cBero3awmurHOro cTekiIa KOpHYHEBOTO
BEPXHEH 4acTH aMIlylbl HaHECEHbl | WIM  TEMHO-KODMYHEBOIO  LiBeTa
KOJIBIIO U Touka Juid pasnoma. Ha | wracca I (USP). B pepxueit uactu

aMITyJly HaKJIeUBatOT STHKETKY. aMIIynbl HaHECEHB! KOJbLO U TOYKa
Ilo 10 ammyn c uHCTpykuue#d no | mans paznoma. Ha amnyny HakieuBaroT
MPHUMEHEHHIO HNOMEMIAT | ITHKETKY.

B [IBX/amoMuHmieBsIii GnucTep. [lo 10 amoyn ¢ HHCTpyKLIMEH 0O
INo 1 6aucTepy B MauKy KapTOHHYIO. | NPUMEHEHHUIO MOMEIHAIOT

B [IBX/amomMuHueBbIit 6nucTep.

ITo 1 6nucTepy B nauky KapTOHHYIO;
Uil cTaguoHapo: mno 2, 3, 5
6J1CTEPOB B NAYKy KapTOHHYIO.

14 Labelling / Mapknposka

According to ND / B cootserctiuu ¢ H/I.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3amumenaom
OT CBETa MeCTe MpH TeMInepatype He Boile 25 °C. He 3amopakuBaTh.

16 Shelf-life / Cpok roanoctu

3 years. / 3 rona.

Remarks : The Product confirms to ND/ Conclusion : APPROVED/
ITpumeuanne: Iponykr coorBercTByeT TpeboBanusam HJJ 3akmouenue: OIOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

IMoarorosneHo: Naresh Kumar

IIpoeepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBoaurens

Rishu Sharma /)
= — /400t

Reprint Date /
Jara: 18.06.2022

Reprint Date / Reprint Date / J
Jara: 18.06.2022 Jara : 18.06.2022
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