Dr.Reddy’s ‘g'.

CERTIFICATE OF ANALYSIS

CEPTU®HKAT AHAJIM3A

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

Ilpoaykr: Ketopon®™ (keToponak) pacTsop j/is BHYTPUBEHHOrO U BHYTPHMbILIEYHOTO BBe/CHH, 30 Mr/mi
Batch No / : V210928 Batch Quantity / ¢ 2,09,090 ampules /
Cepus No O6beM cepuu 2,09,090 amnyn
Analytical Report No / : 890001544055 Date of Analysis / : 04.09.2021
AHaIHTHYeCKHH oTueT Ne JlaTa anannsa

Date of Manufacture / : Aug-2021 Date of Expiry / : July-2024
JlaTa npou3BOICTBA T'ogen no

Analysis performed according ND / Anaauns nposegen mo HJI: JI[1-001365-231118 (amend Ne 1 from
14.01.2020 /u3sm.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /u3m.Ne 2 ot 24.08.2020)
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[Tpo3pauHslii, 6eCIBETHLIN PaCTBOP.

1;.? Test / Iloka3aTenb Results / Pe3ysbTaThl Specification / Hopma
1 Description / Onucanne Clear colorless solution. / | Clear, colorless to pale yellow

solution. / TTpo3pauHblii, GecluBeTHbII
JWIN CBETIO-XKENThIM pacTBop.

2 Identification /
IognuHuoCTH

chromatogram of
tromethamine and

OCHOBHBIX
XpoMaTtorpamMme

IMHUKOB

yIOep)KUBaHUS OCHOBHBIX IHKOB
XpoMarorpamme

The retention times of the main
peaks in the chromatogram of test
solution correspond to those in the
ketorolac
naproxen
reference standards solution (Assay
section) / BpemeHa yaepxXHBaHUA

Ha

HUCTILITYEMOI'O
pacTBopa COOTBETCTBYKOT BpEMEHAM

Ha

pacTBOpa
CTaHOApPTHBIX 06pa3u013 KeTopolaKka
TpOMeTaMU1Ha U HAIIPpOKCEHA (pa3z[en
«KoNnH4ieCTBEHHOE onpeneneﬂne»)

The retention times of the main peaks
in the chromatogram of test solution
should correspond to those in the
chromatogram of ketorolac
tromethamine and naproxen reference
standards solution (Assay section) /
BpeMena ymepKHBaHMA OCHOBHBIX
MHKOB Ha XpomarorpaMmme
HCTIBITYEMOTO — pPacTBOpa  HOJDKHEI
COOTBETCTBOBATh BpeMeHaM
yIEpPXUBaHWs OCHOBHBIX ITHKOB Ha
XpoMarorpamMme pacTBOpa
CTaHAApTHBIX 00pa3loB KeToponaka
TpPOMETAMMHA W HampokceHa (pasfen
«KoNHueCTBEHHOE OTIPENEIEHUE)

3 Clarity / Ilpo3paiHocThb

Complies / COOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / Onanecuenuus
npernapara He JOJKHa MpeBbIlIaTh
OMaJIeCIEHIIUIO ATAIOHA CpaBHEHMA 1.

4 Color / IIBeTHOCTH 0.041 Abs Not more than 0.20 at 430 nm /
He Gonee 0,20 mpy AjMHE BOJIHBI
430 um

5 pH 7.27 Between 6.9 and 7.9/6,9—-7,9

Remarks : The Product confirms to ND/
[Mpumeyanue: ITpoaykT cooTseTcTByeT Tpebosanuam HJ

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
IToaroropneHo: Narc_sh Kumar

4

—

Checked by /
[Tposepero: Himesh Kumar

-

Approved by: Manager/Executive /
Ono6peno: Menemkep / PykoBoaurensb
Pawan Kumar

A

Reprint Date /
Hara: 04.09.2021

Print Date /
JHara: 04.09.2021

Print Date /
Jarta: 04.09.2021
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CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJIN3A

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

IIpoaykr: Ketopon® (KeToponak) pacTBOp JUlsi BHYTPUBEHHOIO M BHYTPUMBILIEYHOrO BBeAeH s, 30 Mr/ma
Batch No / : V210928 Batch Quantity / : 2,09,090 ampules /
Cepust Ne Oo6bem cepun 2,09,090 ammyn
Analytical Report No / : 890001544055 Date of Analysis / : 04.09.2021
AHannTHYeCKUH oTdeT No Jlata ananusa

Date of Manufacture / : Aug-2021 Date of Expiry / : July-2024

Jdara mpoussojcrsa T'onen no

Analysis performed according ND / Anann3 npoexen mo HJI: JI[1-001365-231118 (amend Ne 1 from
14.01.2020 /usm.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /uzm.Ne 2 ot 24.08.2020)
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6 Particulate matter / MexaHH4YecKHUe BKJIYEHUS

6A Visible particles /
BunuMele 4acTHIBI

Complies / COOTBETCTBYET

Should correspond to requirements /
B cooTBeTcTBMH C TpeOOBAHUAMH

6B Invisible particles /
HeBupyMbIe 4YaCTHLIBL:

NpUMECEH

1,50 %

i. Particles> 10 pm/ 69 Not more than 6000 per ampoule /
YacTuiipl pasmMepoM > He 6onee 6000 na ammnymy;
10 Mxm
ii. Particles > 25 pm/ 6 Not more than 600 per ampoule /
YacTulipl pa3MepoM > He 6onee 600 Ha amiysny.
25 MKM
7 Related substances / PoocTBeHHbIE IPUMECH
Impurity A / Ilpumecs A 0.15% Not more than 0.20 % / He 6onee
0,20 %
Impurity B / ITlpumecs B BDL (Disregard area 1737) Not more than 0.50 % / He 6onee
0,50 %
Impurity C / IIpumecs C Less than LOO (0.033% Not more than 0.50 % / He 6oinee
ess than LOQ (0.033%) 0.50 %
Impurity D / ITpumMecs D Not more than 0.20 % / He 6onee
BDL (Disregard area 1737) 0,20 %
Any unspecified impurity / Not more than 0.20 % / He 6oinee
EmunuyHas HeuaeHTuuLu- 0.06% 0,20 %
poBaHHas MpUMeCch
Total impurities / Cymma 0.26% Not more than 1.50 % / He 6osnee

Remarks : The Product confirms to ND/
[pumeuanue: [Ipoxykr cooTBeTcTBYeT TpeboBanusm HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by /

3

IToaroroeneno: Naresh Kumar

Checked by /
IMpoeepeno; Himesh Kumar

=} —=

Approved by: Manager/Executive /
Opnobpeno: Menemkep / PykoBoauTes

Pawan Kumar

(-

Reprint Date /
Jlara: 04.09.2021

Print Date /
Hara: 04.09.2021

Print Date /
Hara: 04.09.2021
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CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
[Mpoayrr: Keropon" (keToposiak) pacTBop Ans BHYTPHBEHHOIO W BHYTPHMBILIEUHOTO BBE/ICHHS, 30 mr/mn
Batch No / : V210928 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O0Bem cepriu 2,09,090 amnyn
Analytical Report No / : 890001544055 Date of Analysis / : 04.09.2021
AHaauTH4YecKuil oTyeT No JlaTa aHanu3a
Date of Manufacture / : Aug-2021 Date of Expiry / : July-2024
Jlara npou3BoaCTBAa T'ogen no
Analysis performed according ND / Ananus nposexen mo HJI: JI[1-001365-231118 (amend Ne 1 from
14.01.2020 /uzm.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /uzm.Ne 2 ot 24.08.2020)
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8 Extractable volume /
HsBnexaemblii 00nem

1.0ml/ 1.0 Mn

Not less than label claim (1.0 mL) /
He menee HomMuHabHOTO (1,0 M)

9 Bacterial endotoxins /
BaxrepuajbHble
3HAOTOKCHHBI

<=0.725EU/mg /
<=0.725E3/Mr

Not more than 5.8 EU/mg of ketorolac

tromethamine / He 6onee 5,8 EQ/Mr
KeTopoJsiaka TPOMETaMHHA

10 Sterility / CtepuiibHOCTb

Complies / Crepuiner

Should be sterile / Crepunen

11 Assay / KonnyecTBeHHOE onpeae/ienne

a) Ketorolac tromethamine /
Keroponaka TpoMeTaMUH

29.74 mg / 29.74 mr

From 270mg to ,33.0mg of
C15H3NO;3-C4H [ 1NO3 (ketorolac
tromethamine) per 1 mL / Ot 27,0 Mr
g0 33,0mr  C;sH;aNO; C4H;1NO;
(keToponaka TpOMETaMKH) B 1 MJI

b) Sodium chloride / Hatpus 4.37 mg/moL / 4.37 Mr/Mn Between 4.2 mg/mL and 4.5 mg/mL /
XJIOpUA Ot 4,2 mr/mn 1o 4,5 Mr/mi .
12 Alcohol content / ITanon 11.33 % Between 10.60 % and 12.60 %/

Or 10,60 % mo 12,60 %

Remarks : The Product confirms to ND/
[Tpumeyanue: ITpoaykT cooTsercTByeT TpeboBanmsim HJL

Conclusion : APPROVED /
Zakmwouenne: OJJOBPEHO

Hara: 04.09.2021

Jara: 04.09.2021

Prepared by / Checked by / Approved by: Manager/Executive /
Tonrorosneno: Naresh Kumar | ITpoeepeno: Himesh Kumar | Ono6peno: Menemkep / PykoBoaurens
@ C:j/g Pawan Kumar g
\
Reprint Date / Print Date / Print Date /

Jara: 04.09.2021
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CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJM3A

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

IMpoaykr: Kertopon" (keToponak) pactBop Anst BHYTPUBEHHOrO W BHYTPHMbILIEYHOTO BBCACHHN, 30 mr/mn
Batch No / : V210928 Batch Quantity / : 2,09,090 ampules /
Cepua Ne O0nem cepun 2,09,090 amnyn
Analytical Report No / : 890001544055 Date of Analysis / : 04.09.2021
AHaJINTHYeCKHi oTUeT Ne JiaTa aHaJau3a
Date of Manufacture / : Aug-2021 Date of Expiry / : July-2024
Jara npoussojacrsa I'ogen 10
Analysis performed according ND / Ananus nposenen mo HJI: JI1-001365-231118 (amend Ne 1 from
14.01.2020 /usm.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /uzm.Ne 2 ot 24.08.2020)
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13 Packaging / YnakoBka 1 mL in class ] amber glass ampoules | 1 mL in class I amber glass ampoules
(USP). A cut ring and point in the | (USP). A cut ring and point in the
upper part of ampoule. A label is | upper part of ampoule. A label is

attached to ampoule. attached to 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
m in a carton pack.

Ilo 1 Mn B ammynbl W3 TEMHOTO
ctexna knacca I (USP). B sepxueit | Ilo 1 M B aMITybl U3 TEMHOIO CTEKIIA
YacTd aMIyJsl HaHeceHbl Konpuo U | kiacca I (USP). B Bepxueii 4dactu
Touka ;A paszioma. Ha ammynmy | aMiyibl HaHeCeHBl KONBLO M TOYKa

HAKJICUBAIOT STHKETKY. 15 pasnoma. Ha amnyily HakienBaioT
ITo 10 ammyn ¢ HMHCTpYKUMEH IO | I3THKETKY.

IPHUMEHEHHUIO nomemaor | Ilo 10 ammyn ¢ MHCTpYKLMEW IO
B [IBX/amomMuHueBbIH G1ucTep. NPUMEHEHHIO MOMELUAIOT

Io 1 6nucTepy B MauKy KapToHHyio. | B IIBX/amomunuesslii Gnuctep.

ITo 1 6iucTepy B NadKy KapTOHHYIO;
I8  craudoHapoe: mo 2, 3, 5
OMCTEPOB B NMaYKy KapTOHHYIO.

14 Labelling / MapxupoBKa According to ND / B cootBercTBuM ¢ HJI.
]
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B samuuimenHoM
XpaHenue OT CBETa MECTe IpH TeMmriepatype He Bbime 25 °C. He 3aMOpaxuBaTs.

16 Shelf-life / Cpok roaHocTH 3 years / 3 roza.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: ITpoaykT cooTBeTcTBYET TpeboBanusam H/ Zaxmogenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

MMoarotoeneno: Naresh Kumar | ITpoeepeno: Himesh Kumar | Ono6peno: Menemkep / Pykosouuresns

@/ ()J_/_’D Pawan Kumar

\

Reprint Date / Print Date / Print Date /
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