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Product : /

Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

IIpoaykr: Keropon® (keToponak) pacTBop Jis BHYTPUBEHHOrO W BHYTPHMBILIEYHOTO BBe/eH S, 30 Mr/ma
Batch No / : V230079 Batch Quantity / : 272727ampules /
Cepnsa Ne O0Bbem cepun 2727277 amnyn
Analytical Report No / : 890001646353 Date of Analysis / : 18.02.2023
AnanuTHuecKHii 0TyeT Ne Jara ananusa

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

JlaTa mpomn3BoicTBRA T'ogen no

Analysis performed according ND / Auanu3 nposesen no HJI: JITI-001365-170222

Pagel of4/Crp. 1134

I;,g Test / [lokasaTenb Results / PesynsTaThl Specification / Hopma

1 Description / Onucanne Clear light yellow solution. / | Clear colorless to pale yellow solution.
[Ipo3pauHbiit cpetno-kenteli | / Ilpospaunsiit 6GecuBeTHBIH MU
pacTBop. CBETJIO-XKENThII pacTBOP.

2 Identification /
[MoaTHHHOCTDL

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
VIEpXKHUBaHHUsl OCHOBHBIX THKOB Ha
XpoMaTorpamme HCIBITYEMOIO
pacTBOpa COOTBETCTBYIOT BpeMEHaM
yIepXKUBaHUsi OCHOBHBIX THKOB Ha
XpoMaTorpaMme CTaHIapTHOI'O
pacTBopa KeToposiaka TPOMETaMMUHa
U HalpoKCceHa (paznen
«KONMHUECTBEHHOE ONpPeENCHUEN)

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
yIEPXKUBAHUA OCHOBHBIX ITMKOB Ha
XpoMaTorpamme UCTIBITYEMOTO
pacTBOpa JOJDKHBI COOTBETCTBOBAThH
BpEMEHaM Y[EPKHBAHHA OCHOBHBIX
TIHKOB Ha XpoMmartorpamme
CTaHOAPTHOTO PAcTBOPa KETOpOJIaKa
TpOMETaMMHA M HAlpOKCeHa (pa3men
«Komm4ecTBEHHOE OIpeeNeHUEN)

3 Clarity / IIpo3pauHocTh

Complies / CoOoTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension . / OnanecueHuus
npenapara He JI0/KHA NPEBbIIATh
onalecleHIUIO 3TaJIOHA cpaBHeHu [.

4 Color / LIBeTHOCTDH 0.05 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu JJIHHE BOJIHBI
430 um.

5 pH 7.35 From6.9t07.9./0T16,9 no 7,9.

Remarks: The Product confirms to ND/
IMpumeuanue: [Ipoaykt cooTBeTCTBYET TpeboBanusam HJ

Conclusion: APPROVED /
3akmrouenue: OJOBPEHO

Prepared by /
IMoarotosinexo: Ankaj

/i

Checked by /
ITpoeepeno: Ramakant

Approved by: Manager/Executive /

Onobpeno: Menemwkep / PykQeojanrens
Abhishek Chauhan LI

Reprint Date /
Jara:18.02.2023

Reprint Date /
JTara: 18.02.2023

Reprint Date /
Jlata : 18.02.2023

Remistored Offica: §-2-337, Road Mo 3, Banjarz Hills, Hyderabad - 500034, Telangana, India
Tel +¢1 40 4900 2900, Fax: +91 40 4900 2994, Emait mail@drreddys.com
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CEPTHO®NKAT AHAJIN3A

Product : /

Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

IMpoayxT: Keropon” (keTopouiak) pacTROp Jijis BHYTPHBEHHOIrO ¥ BHYTPUMBILICUHOIO BBEACHHH, 30 mr/mn
Batch No / : V230079 Batch Quantity / : 272727ampules /
Cepusn Ne O0nem cepnu 272727 amnyn
Analytical Report No / : 890001646353 Date of Analysis / + 18.02.2023
ApanurHyeckuii oryer Ne Jara ananusza

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

JlaTa npon3BoAcTBA L'ogen o

Analysis performed according ND / Ananus nposenen mo HJL: JITT-001365-170222
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6 Particulate matter / MexaHH4ecKH¢ BKIIOYEHHA

6A Visible particles /

BuanMselie 4acTUIIbI

Complies / COOTBETCTBYET

Should correspond to requirements. /
B COOTBETCTBHU C TpeOOBaHUSIMH.

6B Invisible particles /
HeBupumble 4acTHLIBIL:
i. Particles> 10 pm/ 06 not more than 6000 per ampoule /
YacTtul pasMepom > He 6onee 6000 Ha aMITyTy,
10 Mxm
ii. particles> 25 pm/ 01 not more than 600 per ampoule /
JaCTHL pa3MEpOM > He Oosiee 600 Ha aMmyy.
25 MKM
7 Related substances / PoacTBeHHbIE NpUMeECH
Impurity A / ITpumecs A 0.16% not more than 0.20 % / He Oonee
0,20 %;
Impurity B / Ilpumecs B not more than 0.50 % / He Ooiee
Not detected / He obHapy»eHa 0.50 %:
Impurity C / [Ipumeck C Less than LOQ (LOQ =0.033 %) / Hinxe not more than 0.50 % / He OGonee
npeaena KONHYECTBEHHOT O OINpeAC/IEH!1A 0 50 (V ;
(ITKO = 0.033 %) WV 70
Impurity D / ITpumecs D Below Limit of Detection (LOD = 0.014 %) / not ronore than 0.20% / He Oonee
Huxe npenena o6rapyiceniia (IO = 0.014 %) 0,20 %.
Any unspecified impurity / Not more than 0.20 % / He Oonee
EnunuyHas HenaeHTHQHULH- 0,20 %.

POBaHHas IPHMECH

0.06%

Remarks: The Product confirms to ND/

TIIpumeuanue: [IpoaykT cooTBeTcTByeT TpebosaHuam HJI

Conclusion: APPROVED /
3akawouenne: OJOBPEHO

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

Hoparotosneno: Ankaj ~ [Tposepeno: Ramakant Ono6peno: Menemxep / RykosopuTesib
@ %koﬂi Abhishek Chauhan T

Reprint Date / Reprint Date / Reprint Date /

Jara:18.02.2023 Jlara: 18.02.2023 Jlata : 18.02.2023
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CEPTUOHUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon® (keToponak) pacTBOp [Uisi BHYTPMBEHHOrO U BHYTPHMbIIIEUHOO BBeACHHA, 30 mMr/ma
Batch No / : V230079 Batch Quantity / : 272727ampules /
Cepns Ne Oo0bem cepun 272727 amnyn
Analytical Report No / : 890001646353 Date of Analysis / : 18.02.2023
AHaJuTHYeCKHH oT4eT No Jlara apaanza
Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2025
JaTta npousBoacTsa I'ogen go

Analysis performed according ND / Auaun3 nposexen mo HJI: JII1-001365-170222
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Total impurities / Cymma 0.27% Not more than 1.50 % / He 6onee
npuMecei 1,50 %.

8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /
H3pnexkaemMslii 00bem He menee HomuHanbHoro (1,0 mn)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTtepua/bHbIC <=0.725 E3/mMr tromethamine. / He 6onee 5,8 E3/mr
SHAOTOKCHHBI KETOpOaKa TPOMETaMHHa.

10 Sterility (every 15th batch) / Must be sterile. / JlomkeH OBITH
CTepHILHOCTD (A5 KAXKAOM COMPLIES CTEPHUIbHbLIM.
15-oii cepum)
11 Assay / KosinuecTBeHHOE 29.85 mg/29.85 mr From 270mg to 33.0mg of
omnpeaeeHHe CisH13NO3 C4H11NOs (ketorolac
tromethamine) per 1 mL./ Ot 27,0 Mr
a0 33,0 MT C15H13NO3'C4H11NO3
(KeTopoJaka TPOMETaMMH) B 1 ML
12 Alcohol content / ITaHou From 10.60 % to 12.60 %. /
11.69 % Ot 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/

[Tpumeuanue: IIponykt coorseTcTBYET TpeboBanuam HJ

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[oaroroeneno: Ankaj Iporepeno: Ramakant Opobpeno: Menemxep [ Pykopoanrens
ﬁ C 5 W Abhishek Chauhan (
s
Reprint Date / Reprint Date / Reprint Date /
Hara:18.02.2023 Jara: 18.02.2023 Hara : 18.02.2023
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Product : /

Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

IIpoaykr: Keropon® (keToponak) pacTsop /Ui BHYTPHBEHHOIO W BHYTPUMBIIICHHOIO BBEACHHA, 30 mr/mn
Batch No / 1 V230079 Batch Quantity / : 272727ampules /
Cepust Ne O0nem cepiH 272727 amnyn
Analytical Report No / : 890001646353 Date of Analysis / : 18.02.2023
AnagnTayeckuii oryer No Jdara anannsa
Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2025
JlaTa npou3BOACTBA I'onen mo
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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. /

[lo 1 ™Mn B aMnyasl U3
CBETO3aLIUTHOIO cTeKIa
xopuyHeporo kinacca I (USP). B
BEpXHel YacTH aMIlyJibl HAHECEHBI
KOJIBLIO M Touka Ui pasnoma. Ha
amIyJly HakJICHBarOT 3THKETKY.

ITo 10 amnmyn ¢ HHCTpYKLMeH IO
NpUMEHEHHIO MOMEIAoT
B [IBX/amomMuHueBbIi OIHCTED.

ITo 1 6nucTepy B Ma4Ky KapTOHHYIO.

1 mL in class T 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 w™Mn B amOoynsl U3
CBETO3AIUTHOTO CTEKJIa KOPUYHEBOTO
WO TEMHO-KOPUYHEBOTO  LBETA
knacca I (USP). B BepxHeii yactu
aMnyJbl HaHECEHBl KOMBLIO M TOYKa
s paznoma. Ha aMimyny HaKIenBaioT
ITHKETKY.

[Io 10 aMmyn ¢ WHCTPYKLMEH TIIO
NPUMEHEHUIO MOMEIAK0T
B [IBX/antoMyHUEBBIN OIUCTED.

Ilo 1 6nucTepy B Na4Ky KapTOHHYIO;
sl cTauMoHapos: mo 2, 3, 5
GIHUCTEPOB B MAYKy KApTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootsetctBun ¢ HJI.

15 Storage conditions /
XpaHeHnue

In a place protected from light below 25 °C. Do not freeze. / B 3aiuiieHHOM
OT CBETa MECTe NpH TeMmuepaType He Bbile 25 °C. He 3aMopaxuBaThb.

16 Shelf-life / Cpok rognocTn

3 years. / 3 roza.

Remarks: The Product confirms to ND/
IMpumeuanue: Ipoaykr coorBeTcTBYeT Tpebopanuam HJL

Conclusion: APPROVED /
3axawgenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorosneno: Ankaj I[Mpoeepeno: Ramakant Ono6peno: Menemkgp / Pykosonuresns
& T Abhishek Chauhan
WL~
Reprint Date / Reprint Date / Reprint Date /

JaTa:18.02.2023

Hara: 18.02.2023

Hara : 18.02.2023
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