- Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS

CEPTH®HUKAT AHAJIN3A

Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ilpoaykr: Kertopon™ (KeToposiak) pacTBOp V1sl BHYTPMBEHHOTO M BHYTPHMbILICHHOTO BBEAEHH, 30 Mr/mil
Batch No / : V210768 Batch Quantity / : 2,09,090 ampules /
Cepns Ne O0bem cepun 2,09,090 amnyin
Analytical Report No / : 890001537955 Date of Analysis / : 28.07.2021
AHanuTHYeCKHH oTyeT Ne Jara apaau3a

Date of Manufacture / : Jun-2021 Date of Expiry / : May-2024
JlaTa npou3BOACTBA T"oaen a0

Analysis performed according ND / Ananus nposenen no HJI: JI[1-001365-231118 (amend Ne 1 from
14.01.2020 /m3m.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /u3m.Ne 2 ot 24.08.2020)
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[1po3pauHblii, 6ECHBETHBIA PACTBOP.

}: Test / IlokasaTenn Results / PesyasTaThl Specification / Hopma
1 Description / Onucanve Clear  colorless solution. / | Clear, colorless to pale yellow

solution. / ITpo3payHblii, 6€CLBETHBI
WIKM CBETJIO-XKENThIA PacTBOP.

2 Identification /
[MoANUHHOCTL

The retention times of the main
peaks in the chromatogram of test
solution correspond to those in the
chromatogram of ketorolac
tromethamine and naproxen
reference standards solution (Assay
section) / BpemeHa ynep)XHWBaHHA
OCHOBHBIX THKOB Ha
XpomaTorpamme HCIIBITYEMOTO
pacTBopa COOTBETCTBYIOT BpEMEHaM
yIOepKUBaHUS OCHOBHBIX ITMKOB Ha
XpomaTorpamme pacTBopa
CTaHaapTHHIX 00pa3LoB KeTOpojaka
TpOMeTaMKHa U HanpoKceHa (pasaesn
«KONMYeCTBEHHOE OTIpeNieNIEHHEY)

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) /
BpemeHa yIepXMBaHHs OCHOBHBIX
TIMKOB Ha XpoMaTorpamMme
HCIILITYEMOTO ~ PacTBOpa  JOJDKHBI
COOTBETCTBOBATD BpeMeHaM
yIEpXKUBaHHs OCHOBHBIX IHMKOB Ha
Xpomarorpamme pacTBopa
CTaHIApPTHLIX 00pa3loB KeTOopoJaka
TpOMETaMHHa M HampokceHa (paspen
«KONH4eCTBEHHOE OTIpeIeNICHHEY)

3 Clarity / IIpo3pauyHocTh

Complies / CoOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuus
npenapara He NOJDKHa MpeBbILIaTh
onasecLeHLHIO 3TaOHa CpaBHeHus L.

4 Color / llpeTHOCTH 0.042 Abs Not more than 0.20 at 430 nm /
He 6onee 0,20 npu JnMHE BOJIHBI
430 M

5 pH 7.30 Between 6.9 and 7.9/6,9-7,9

Remarks : The Product confirms to ND/
TMpumeuanue: ITposyKT COOTBETCTBYET TpeGoBaHHAM HI

Conclusion : APPROVED /
Zaxnouenne: OJJOBPEHO

Jara: 28.07.2021

Hara: 28.07.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[oarotoenexo: Pardeep Kumar | IMposepeno: Himesh Kumar | Ono6pero: Menemkep / PyxkosoanTens
ﬁ __—— ——| Pavan Kumar Sharma ({~~—>
— il
Reprint Date / Print Date / Print Date / -

JHara: 28.07.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, AP, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
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www.drreddys.com




‘Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropoa™ (keToposiak) pacTBop Wis BHYTPHBEHHOTO H BHYTPUMBbILICHYHOrO BBEASHHS, 30 Mr/mi
Batch No / : V210768 Batch Quantity / : 2,09,090 ampules /
Cepna Ne O0bem cepun 2,09,090 amnyn
Analytical Report No / : 890001537955 Date of Analysis / : 28.07.2021
AHanMTHYECKHH oTuer Ne Jlara apaaunza
Date of Manufacture / : Jun-2021 Date of Expiry / : May-2024
JlaTa npon3BOACTBA T'ogen a0

Analysis performed according ND / Aramu3 nposenen mo HJI: JII1-001365-231118 (amend Ne 1 from
14.01.2020 /u3m.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /u3m.Ne 2 ot 24.08.2020)
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13 Packaging / YnakoBka

1 mL in class I 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.

m

ITo 1 Mn B amMnynsl M3 TEMHOIO
crexna knacca I (USP). B Bepxuei
YacTH aMITyJIbl HaHECEHbl KOJBLO M
Touka MIi pa3noma. Ha ammyiy
HaKJIEUBAIOT STUKETKY.

ITo 10 ammyn ¢ HHCTpPYKUHEH IO
TIPEMEHEHHIO MOMEILAIOT
B [IBX/amomMuHueBsl it 61uctep.

ITo 1 6nucTepy B auKy KapTOHHYIO.

1 mL in class I 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.

ITo 1 M1 B aMIy bl U3 TEMHOTO CTeKJia
wiacca I (USP). B BepxHeii uacTH
aMITyJisl HaHECEHbl KOJIBLIO M TOUKa
115 pasnoma. Ha ammyny HakieHBaroT

ITHUKETKY.
I[Mlo 10 aMmyn ¢ MHCTPYKUHMEH IO
TIPUMEHEHUIO [OMEIA0T

B [IBX/atoMHUHKEBbIH OnUCTED.

ITo 1 6rucTepy B NayKy KapTOHHYIO,
U cTauuMoHapoB: 1o - 2, 3, 5
611CTEPOB B Ma4yKy KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootBerctBuu ¢ HJI.

15 Storage conditions /
Xpanenue

In a place protected from light below 25 °C. Do not freeze. / B 3amuieHHOM
OT CBETa MECTE NpH TeMIepaType He Beiuie 25 °C. He 3aMOpaXuBaTh.

16 Shelf-life / Cpox ronsocTu

3 years / 3 roga.

Remarks : The Product confirms to ND/
Ipumeuanue: IIpoaykr coorsercTyeT TpeboBanusm HJ

Conclusion : APPROVED /
3axmouenue: OJTOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Tlonrotoeneno: Pardeep Kumar | ITposepero: Himesh Kumar | Omo6peno: Menemxep / Pykosogurens
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Reprint Date / Print Date / Print Date / }
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Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTHUOUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IlpoaykT: Kertopon® (keToposiak) pacTBOp [Ulsi BHYTPHBEHHOIO ¥ BHYTPHMBILIEYHOrO BBEACHHS, 30 Mr/mi
Batch No / : V210768 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O6Bbem cepuu 2,09,090 amnyn
Analytical Report No / : 890001537955 Date of Analysis / : 28.07.2021
AHaJHTHYeCKHil oT4yeT Ne JlaTa ananusa
Date of Manufacture / : Jun-2021 Date of Expiry / : May-2024
JarTa npou3BoACTBA Tonen no
Analysis performed according ND / Ananu3 nposegen no 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 /u3m.Ne 2 ot 24.08.2020)
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6 Particulate matter / MexaHuuyeckue BKJIKOYEHHUsI
6A Visible particles / Complies / CooTBETCTBYET Should correspond to requirements /
Bunumblie yacTULIBI B cooTBeTCTBHH C TPEOOBAHUAMHU
6B | Invisible particles / il
HeBuaHMbIE YacTHIBL:
i. Particles> 10 pm/ 185 Not more than 6000 per ampoule /
YacTuipl pazMepoM > He 6onee 6000 Ha ammyy;
10 Mkm
ii. Particles > 25 pm/ 5 Not more than 600 per ampoule /
YacTuupl pasMepoM > He 6onee 600 na ammymy.
25 MKM
7 Related substances / PoacTBeHHbIe MPUMeECH
Impurity A / IIpumecs A 0.16% Not more than 0.20 % / He 6onee
0,20 % .
Impurity B / ITpumecs B Not Detected Not more than 0.50 % / He Gonee
0,50 %
Impurity C / Ipumecs C Not more than 0.50 % / He 6onee
punty P Less than LOQ (0.033%) 0.50 % 4
Impurity D / Tlpumecs D Not more than 0.20 % / He Gonee
BDL (Disregard Area'1963) 0,20 %
Any unspecified impurity / Not more than 0.20 % / He Gonee
EnuHw4YHas HeHAeHTH)ULM- 0.06% 0,20 %
pOBaHHas IIPUMEChH
Total impurities / Cymma 0.27% Not more than 1.50 % / He 6onee
npumecei 1,50 %
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: [TposlyKT COOTBETCTBYET TpeboBaHsIM HI 3axmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Tlogrorosneno: Pardeep Kumar | Ilpoeepeno: Himesh Kumar | Ono6peno: Menemwkep / PyxoronuTeis
[ — | Pavan Kumar Sharma ‘::,,,//’“//
Reprint Date / Print Date / Print Date / x
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CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Mpoaykr: Ketopon® (keToponak) pacTBOp /I BHYTPHBEHHOIO ¥ BHYTPUMBILIEYHOTrO BBEACHHA, 30 Mr/mi
Batch No / : V210768 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O0BemM cepuH 2,09,090 ammyn
Analytical Report No / : 890001537955 Date of Analysis / : 28.07.2021
AHaJHTHYCCKHH oTyeT Ne JlaTa aHam3a
Date of Manufacture / : Jun-2021 Date of Expiry / : May-2024
JdaTa npou3BoACTBA T'open no
Analysis performed according ND / Anaans nposenen no HJI: JIT1-001365-231118 (amend Ne 1 from
14.01.2020 /uzm.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /u3m.Ne 2 ot 24.08.2020)
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8 Extractable volume / 1.1ml/ 1.1 mMn Not less than label claim (1.0 mL) /
H3Bnexaemblii 06bem He menee HomuHansHoro (1,0 mi)

9 Bacterial endotoxins / <=0.725EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepuajbHble <=0.725E3/mr tromethamine / He 6onee 5,8 E3/mr
IHIOTOKCHHBI KETOpOJiaKa TPOMETaMUHa

10 Sterility / CTepuiibHOCTb Complies / Crepuien Should be sterile / Crepuiien

11 Assay / KosinyecTBeHHOe onpeaesieHHe
a) Ketorolac tromethamine / 29.30 mg /29.30 Mr From 27.0mg to 33.0mg of

Keroponaxa TpoMeTaMHH Ci1sH;3NO3-C4H11NO; (ketorolac
tromethamine) per 1 mL / Ot 27,0 Mr
o 33,0mr Ci;sHisNOs3-C4Hi1NO3
(keToposiaka TpoMeTaM#H) B 1 M

b) Sodium chloride / Hatpus 4.36 mg/mL / 4.36 mr/mn Between 4.2 mg/mL and 4.5 mg/mL /
XJIOpHL Ot 4,2 Mr/mn go 4,5 Mr/ma
12 Alcohol content / ITanou 11.75% Between 10.60 % and 12.60 % /

Ot 10,60 % o 12,60 %

Remarks ;: The Product confirms to ND/

ITpumeyanue: [Iponykt cooTBeTcTBYET TpeboBanusam HJL

Conclusion : APPROVED /
3axmiouenue: OJJOBPEHO

Prepared by /
[NoaroroseHo: Pardeep Kumar
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IMposepeno: Himesh Kumar
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Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosonnresis
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