Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IlpoaykT: KeTtopon™ (keroponak) pacteop /sl BHyTPHBEHHOTO M BHYTPHMBILIETHOrO BBE/ICHHA, 30 mMr/mn
Batch No / : V210927 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O6Bem cepun 2,09,090 amnyn
Analytical Report No / : 890001543287 Date of Analysis / : 31.08.2021
AHAJIHTHYECKHH oTUeT No Jlara ananusa
Date of Manufacture / : Aug-2021 Date of Expiry / : July-2024
JlaTa npoM3BOCTBA T'open 10
Analysis performed according ND / Ananns nposenen no HJL: JIT1-001365-231118 (amend Ne 1 from
14.01.2020 /uzmM.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /uzm.Ne 2 ot 24.08.2020)
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1;.:) Test / [Toka3zaTenb Results / Pe3yabTaTsl Specification / Hopma
1 Description / Oncanue Clear  colorless  solution. / | Clear, colorless to pale yellow
[po3pauHblii, 6ecBETHLIH PacTBOP. solution. / [Ipo3pauHbIi, GecBETHBIH
HJIH CBETIIO-KEIThIH pacTBOD.
2 Identification / The retention times of the main | The retention times of the main peaks
MoanuHHOCTH peaks in the chromatogram of test | in the chromatogram of test solution
solution correspond to those in the | should correspond to those in the
chromatogram of ketorolac | chromatogram of ketorolac
tromethamine and naproxen | tromethamine and naproxen reference
reference standards solution (Assay | standards solution (Assay section) /
section) / BpemeHa ynepxusaHus | BpemeHa yIOepKuUBaHHA OCHOBHBIX
OCHOBHBIX MUKOB Ha | MHKOB Ha XpoMaTorpamMMe
XpoMaTorpamMmme HCTIBITYEMOTO | MCIBITYEMOTO  pacTBopa  JOJDKHBI
pacTBOpa COOTBETCTBYIOT BpEMEHaM | COOTBETCTBOBATh BpEMEHaM
YAEPXHMBaHHA OCHOBHBIX MHKOB Ha | YAEPXXHMBaHHA OCHOBHBIX NHMKOB Ha
XpomaTtorpamme pacTBOpa | ' XpoMaTorpamme pacTBOpa
CTAHIAPTHBIX 06Pa3lOB KeTOpoNaka | CTaHIApPTHBIX 00paslioB KeTopoJaka
TpOMeTaMHHa 1 HaTpokceHa (pasien | TPOMETaMMHa K Hampokcena (paszen
«KOJIMIECTBEHHOE OTIpeICTIEHHE) «KonuuecTBEHHOE OTPENEIEHHEN)

3 Clarity / Ilpo3pa4HocTb Complies / CooTBETCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuus
npernapara He ROJDKHA NPEBBIIIATE
OTIATIECLICHIMIO 3TAJIOHA CpaBHeHuA L.

4 Color / IlgeTHOCTD 0.042 Abs Not more than 0.20 at 430 nm /

He 6onee 0,20 npu AJIMHE BOJIHEI
430 am
5 pH 7.30 Between 6.9and 7.9 /6,9 7,9

Remarks : The Product confirms to ND/

[Tpumeuanue: [Ipoaykr cooreTcTBYeT Tpebopanuam HJI

Conclusion : APPROVED /
Zaxaouenne: OJOBPEHO

Prepared by /
IMonrorosneno: Pardeep Kumar

Checked by /
IIposepeHo:

ajeev Gandhi

{

Approved by: Manager/Executive /
Ono6peno: Menemxkep / Pykosoauresns
Pawan Kumar

=

Reprint Date /

Jara: 31.08.2021

Print Date /
Hara: 31.08.2021

Print Date /
JlaTa: 31.08.2021
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

Product : /

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

ITponykr: Keropon” (keToponak) pacTeop /il BHYTPHBEHHOIO H BHYTPUMBILLICHHOIO BBECACHUA, 30 Mr/mn
Batch No / : V210927 Batch Quantity / + 2,09,090 ampules /
Cepusn Ne O0bem cepun 2,09,090 ammyn
Analytical Report No / : 890001543287 Date of Analysis / : 31.08.2021
AHamuTHyeckuii oryer Ne Jara ananusa

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

Jara npou3BoacTBa I'ogen no

Analysis performed according ND / Ananus nposeaen 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 /u3m.Ne 2 ot 24.08.2020)
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6 Particulate matter / MexaHuuyeckne BKJIHYEHUA

6A Visible particles /
BuanMele YacTHUBI

Complies / CoOoTBETCTBYET

Should correspond to requirements /
B cooTBeTCTBHY C TpeOOBaHMAMH

6B Invisible particles /
HeBuaumMple 4aCTHLBL:

YacTHibl pasMepoM >

i. Particles> 10 pm/ 31
YacTuupl pasMepoM =
10 MKM

il. Particles > 25 pm/ 3

Not more than 6000 per ampoule /
He 6onee 6000 Ha amimyiy;

Not more than 600 per ampoule /
He 6onee 600 Ha ammyny.

25 MKM

Related substances / PoacTBeHHbIE IPHMECH

Impurity A / ITpumecs A 0.15% Not more than 0.20 % / He Gomee
0,20 %
Impurity B / [Ipumece B BDL (Disregard area 1937) Not more than 0.50 % / He 6onee
0,50 %
Impurity C / Ilpumecs C Not more than 0.50 % / He 6onee
punty p Less than LOQ (0.033%) 0.50 % o
Impurity D / IIpumecs D Not more than 0.20 % / He 6onee
BDL (Disregard area 1937) 0,20 %
Any unspecified impurity / Not more than 0.20 % / He 6Gonee
EnvHuYHas HeHOeHTUDULH- 0.06% 0,20 %
POBaHHas IPUMECD
Total impurities / Cymma 0.32% Not more than 1.50 % / He 6onee
npuUMecen 1,50 %

Remarks : The Product confirms to ND/
[pumeyanne: [ponykr coorseTcTByeT TpeboBanusim HJ

Conclusion : APPROVED /
3akmouenune: OJJOBPEHO

Prepared by /
[Moaroroeiexo: Pardeep Kumar

Checked by /
HpOBepeHo:(Qaj eev Gandhi

I/f

Approved by: Manager/Executive /
Ono6peno: Menemkep / Pykosoaurens

Pawan Kumar
e

Reprint Date /
Jara: 31.08.2021

Print Date /
Jara: 31.08.2021

Print Date /
Jarta: 31.08.2021
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CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ilpoayxkr: Keropon™ (keToponak) pacTop i BHYTPUBEHHOTO M BHYTPHMbIIICHHOrO BBECHUA, 30 mMr/mn
Batch No / : V210927 Batch Quantity / : 2,09,090 ampules /
Cepust Ne O6nem cepun 2,09,090 ammyn
Analytical Report No / : 890001543287 Date of Analysis / : 31.08.2021
AHaJMTHYeCKHIT oTyeT Ne JaTa ananusa
Date of Manufacture / : Aug-2021 Date of Expiry / : July-2024
JaTa npou3BoacTBa I'ogen o
Analysis performed according ND / Anaxus nposenen no HJI: JIT1-001365-231118 (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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8 Extractable volume / 1.1ml/1.1 mn Not less than label claim (1.0 mL) /
H3Bnexaemblii 00beM He menee nomuHansHOro (1,0 mi)

9 Bacterial endotoxins / <=0.725EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepnanbHble <=0.725E3/mr tromethamine / He Gonee 5,8 ED/mMr
3HJAOTOKCHHBI KETOpOJaka TPOMETaMUHa

10 Sterility / CTepuabHOCTD Complies / CtepuieH Should be sterile / Ctepuien

11 Assay / KosimuecTBeHHOE onpeleeHHue
a) Ketorolac tromethamine / 30.11 mg/30.11 mr From 27.0mg to 33.0mg of

Keroponaka TpoMeTaMHH CisH13NO3: C4H11NOs (ketorolac
tromethamine) per 1 mL / Ot 27,0 mr
a0 33,0 MI' C15H13N03‘C4H11N03
(xeTopoJiaka TpOMETaMKH) B 1 MJI

b) Sodium chloride / Hatpus 4.31 mg/mL / 4.31 Mr/mn Between 4.2 mg/mL and 4.5 mg/mL /

XJIOpUA Ot 4,2 mr/min no 4,5 Mr/min .

12 Alcohol content / TanoJ 11.56 % Between 10.60 % and 12.60 % /

Ot 10,60 % mo 12,60 %

Remarks : The Product confirms to ND/
Tpumeuanue: [IpoaykT cooreTcTBYeT TpebGoBanuam HJ{

Conclusion : APPROVED /
3axarouenne: OJOBPEHO

Prepared by /
INoarorosneno: Pardeep Kumar

I

e

Checked by /
Iposepero: Rajeev Gandhi

(e

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / PykoBoauresns

Pawan Kumar 1{
i

Reprint Date /
Hara: 31.08.2021

Print Date /
Jlara: 31.08.2021

Print Date /
Jarta: 31.08.2021
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CERTIFICATE OF ANALYSIS

CEPTHO®HMKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Keropon" (keToponak) pacTeop Al BHYTPHBEHHOTO W BHYTPUMBILIEYHOrO BBEICHHA, 30 mr/mn
Batch No / : V210927 Batch Quantity / + 2,09,090 ampules /
Cepus Ne O6bem cepun 2,09,090 amnyn
Analytical Report No / : 890001543287 Date of Analysis / : 31.08.2021
AHAJIUTHYECKHH oTYeT Ne JlaTta anann3a
Date of Manufacture / : Aug-2021 Date of Expiry / : July-2024
Jdarta npou3BoJcTBa T'ogen 10
Analysis performed according ND / Ananus nposeaen no HJI: JIIT-001365-2311 18 (amend Ne 1 from
14.01.2020 /usm.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /u3m.Ne 2 ot 24.08.2020)

Page4 of4/Cip.4n3 4

13 Packaging / YnakoBka 1 mL in class I 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.

IIo 1 Mn1 B aMmynsl U3 TEMHOTO
creina knacca I (USP). B Bepxne#i | Ilo 1 mMiB aMmyJibl U3 TEMHOIO CTEKIA
4acTU aMIynsl HaHeceHsl konblo U | kiacca I (USP). B BepxHel uyacTu
Toyka i pasinoma. Ha ammyny | ammyisl HaHECEHHl KOJBIO W TOYKA

HaKJIEMBAIOT STHKETKY. 11 pasioma. Ha amiyny HakJIeHBaiOT
Ilo 10 aMmynm ¢ HHCTPYKLHEW IO | 3THKETKY.

MIPUMECHEHHUIO moMemaroT | Ilo 10 ammyn ¢ HHCTPYKOHEH IO
B [IBX/amoMuHAeBBLH OIHCTED. TIPUMEHEHHIO MIOMEILAOT

Io 1 6nucTepy B Mayky kapToHHywo. | B [IBX/amomuHueBbIH 6acTep.

Ilo 1 6nucTepy B MauKy KapTOHHYIO;
Ui CTauMOHapoB: IO 2, 3, 5
OIHCTEPOB B NTAYKy KapTOHHYIO.

14 Labelling / MapkupoBka According to ND / B cooreetctauu ¢ HJI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3auuieHHOM
XpaHeHue OT CBETa MECTE NpH TeMIepatype He Bhlle 25 °C. He 3aMOpakHBaTh.
16 Shelf-life / Cpok rognocTH 3 years / 3 roga.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [IponykT cooTeeTcTBYeT TpeboBanuaM HJL 3akiuenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

Toarorosneno: Pardeep Kumar | Ilpoeepeno: Rajeev Gandhi | OnoGpeno: Menemwkep / PykoBomutens

/
el @/ Pawan Kumar X
Reprint Date / Print Date/ Print Date /
Hara: 31.08.2021 Hara: 31.08.2021 Hara: 31.08.2021
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