Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : /

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

IIpoaykr: Ketopon® (keToposak) pacTBOp /i BHYTPUBEHHOTO U BHYTPMMbILIEYHOTO BBeieHus, 30 Mr/ma
Batch No / : V210619 Batch Quantity / : 2,30,000 ampules /
Cepus Ne Oo61em cepun 2,30,000 ammnyn
Analytical Report No / + 890001532875 Date of Analysis / : 30.06.2021
AHaauTHYecKHH oTueT Ne JlaTa ananmu3a

Date of Manufacture / : Jun-2021 Date of Expiry/ : May-2024

Jdarta npousBoacTsa TI'ogen oo

Analysis performed according ND / Anamms nposegen mo HJI: JITT 001365-231118 (amend Ne 1 from
14.01.2020 /s Ne 1 01 14.01.2020, awsend Me 2 fiown 24.08.2020 fusm. Me 2 o1 24.08.2020)
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1}00 Test / Iloka3zaTenn Results / PesyabTaThl Specification / Hopma
1 Description / Onucanue Clear colorless solution. / | Clear, colorless to pale yellow
[Tpo3pauHblii, OecLBETHBIH pacTBOP. solution. / [Tpo3pauHslii, OecLBETHBIH
WK CBETJIO-XKENTHIA pacTBOP.
2 Identification / The retention times of the main | The retention times of the main peaks
INopTUHHOCTD peaks in the chromatogram of test | in the chromatogram of test solution
solution correspond to those in the | should correspond to those in the
chramatagram af ketoralac | chromatogram of ketoralac
tromethamine and naproxen | tromethamine and naproxen reference
reference standards solution (Assay | standards solution (Assay section) /
section) / Bpemena ynepxuBaHus | BpemeHa yaepxuBaHWUA OCHOBHBIX
OCHOBHBIX OHKOB Ha | TMIHMKOB Ha XpoMaTorpamme
XpoMaTorpamme HCIBITYEMOTO | HCMBITYEMOTO  PacTBOpPa  IOJDKHBI
pacTBOpa COOTBETCTBYIOT BpEMEHaM | COOTBETCTBOBATh BpeMeHaM
yIepXKHBaHHSA OCHOBHBIX IIHKOB Ha | yIEpXKHUBAHUS OCHOBHBIX IIMKOB Ha
XpoMaTorpaMme pactBopa | Xpomarorpamme pacTtBOpa
CTaHOAPTHBIX 06pa3LOB KeTopoNiaka | CTaHAapPTHBIX 0OpasLoB KeToposaka
TpOMETaMMHa ¥ HanpoKceHa (pa3ien | TpoMeTaMHHa M HampoKceHa (paszen
«KonuyecTBeHHOE ONPEENEHHEY) «KonnuecTBeHHOE OTpeICiCHUEN)

3 Clarity / Ilpo3pa4yHocTb Complies / CooTBeTCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension I. / Onanecuesumsa
npenapara He J0JDKHA MPeBbIIIaTh
OMaJIECUEHIIMIO 3TANOHA CpaBHEHHS 1.

4 Color / IIBeTHOCTB 0.036 Abs Not more than 0.20 at 430 nm /

He 6onee 0,20 npu anvHe BOJHBI
430 um
5 pH 7.32 Between 6.9 and 7.9/6,9 -7.9

Remarks : The Product confirms to ND/
[Ipumeuanue: [Ipoaykt cooTBeTcTBYET Tpebopanusm HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by /
IToaroroeneno: Pardeep Kumar

<

Checked by /
IMporepeno: Himesh Kumar

—

-

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBonuresns
Pawan Kumar

Reprint Date /
Hara: 30.06.2021

Print Date /
Jarta: 30.06.2021

Print Date /
Jara: 30.06.2021

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

CEPTUOUKAT AHAJIM3A

Product : /

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

IIpoaykr: Ketopon® (keTopouniak) pacTeop [/ BHYTPUBEHHOTO H BHYTPUMBIILEGYHOrO BBeieHHs, 30 Mr/ma
Batch No / : V210619 Batch Quantity / : 2,30,000 ampules /
Cepus Ne O06beM cepHH 2,30,000 amnyn
Analytical Report No / : 890001532875 Date of Analysis / : 30.06.2021
AHAJTHTHYECKHH oTueT No JaTa ananuza
Date of Manufacture / : Jun-2021 Date of Expiry / : May-2024
JlaTa npon3soacTea I'open no

Analysis performed according ND / Anann3s nposegen mo HJI: JI[1-001365-231118 (amend Ne 1 from
14.01.2020 /uam.Ne 1 or 14.01.2020, amend Ne 2 from 24.08.2020 /usm.Ne 2 ot 24.08.2020)
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6 Particulate matter / MexaHHuyeckue BKIAOYEHHS

6A Visible particles /
Buaumble YaCTHIBI

Complies / CooTBeTCTBYET

Should corrcspond to requircments /
B cOOTBETCTBHH C TpeOOBAHUAMHU

6B Invisible particles /
Hernnumele YacTHIIRL

i. Particles > 10 pm/ 14 Not more than 6000 per ampoule /
YacTulsl pasMepoM > He 6onee 6000 Ha ammyiy;
10 Mxm
ii. Particles> 25 pm/ 1 Not more than 600 per ampoule /
Tt 11k patMEpoM 2 He: doaee 8O0 Ha amiyay.
25 MKM
7 Related substances / PoncTBeHHble IpHMecH
Impurity A / Ilpumecs A 0.15% Not more than 0.20 % / He Oonee
0,20 %
Impurity B / Ipumecs B Not Detected Not more than 0.50 % / He Gonee
0,50 %
Impurity C / ITpumecs C Not more than 0.50 % / He 6omee
punty P Less than LOQ (0.033%) 0,50 % o
Impurity D / Ilpumecs D Not more than 0.20 % / He Gonee
BDI. (Disregard Arealf41) 0,20 %
Any unspecified impurity / Not more than 0.20 % / He Gonee
EnvHuyHas HeuneHTUHLIY- 0,20 %

PpOBaHHaA NpUMECH

0.06%

Remarks : The Product confirms to ND/
[Tpumeuanue: Ilponykt coorBercTBYeT Tpeboanusim HJL

Conclusion : APPROVED /
3axnwuenne: OJJOBPEHO

Prepared by /
IToarorosneno: Pardeep Kumar

<

Checked by /
IMpoeepeno: Himesh Kumar

)

Approved by: Manager/Executive /
OnoGpeHo: Menemxep / PykoBoautens
Pawan Kumar

Reprint Date /
Jara: 30.06.2021

Print Date /
JaTa: 30.06.2021

Print Date /
JHara: 30.06.2021
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Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIN3A

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

Hpoaykr: Ketopon® (keToposiak) pacTBop [l BHYTPUBEHHOIO U BHYTPUMBILIEYHOTO BBeAeHHs, 30 Mr/mi
Batch No / : V210619 Batch Quantity / : 2,30,000 ampules /
Cepus Ne O6neM cepuu 2,30,000 ammnyn
Analytical Report No / : 890001532875 Date of Analysis / : 30.06.2021
Ananarndeckuii oruer Ne JlaTa ananauza

Date of Manufacture / : Jun-2021 Date of Expiry / : May-2024
JaTa npou3BoJacTBa I'ogen g0

Analysis performed according ND / Ananmu3 nposegen no HJI: JITT-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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Total impurities / Cymma 0.31% Not more than 1.50 % / He Gonee
npuMecein 1,50 %

8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /
HsBnekaemblii 00beM He menee HoMuHaimsHOTO (1,0 M)

9 Bacterial endotoxins / <=0.725EU/mg / Not more than 5.8 EU/mg of ketorolac
haAKTeNUA ThHRIP S IRALELY tromerhaming / He donee 3,4 Famie
9H/IO0TOKCHHBI KeTopoJiaka TpOMETaMHHa

10 Sterility / CTepunbHocTb Complies / CrepuneH Should be sterile / Crepunen
11 Assay / KosinuecTBeHHOE onpeJeienne
a) Ketorolac tromethamine / 29.81 mg /29.84 mr From 270mg to 33.0mg of
Keroponaka TpomeTaMHH CisHisNO3- CaHp NU3 (kctorolac
tromethamine) per 1 mL / Ot 27,0 Mr
oo 33,0 Mmr  CisH13NO3-CsH  1NO3
(ketoponaka TpoMeTaMuH) B 1 M
b) Sodium chloride / Hatpus 4.40 mg/mL / 4.40 mr/mn Between 4.2 mg/mL and 4.5 mg/mL /
XJIOpH] Ot 4,2 mr/mn 1o 4,5 Mr/mn
12 Alcohol content / ITa”on 11.72% Between 10.60 % and 12.60 % /
Ot 10,60 % no 12,60 %

Remarks : The Product confirms to ND/
ITpumeuanue: TIpoaykT cooTBeTcTBYET TpeboBaHusaM HJI

Conclusion : APPROVED /
3axkmouenue: OJOBPEHO

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

[Moarorosneno: Pardeep Kumar | INpoeepeno; Himesh Kumar | Ono6peno: Menemkep / Pykosoaurens
- = Pawan Kumar

Reprint Dato / Print Dato / Print Date / ’

Jara: 30.06.2021

Jara: 30.06.2021

Jara: 30.06.2021
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Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

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

Ipoaykr: Ketopon® (keroponak) pacTBOp JUT BHYTPMBEHHOTO M BHYTPUMBIIIEYHOrO BBeAeH s, 30 MI/MII
Batch No / : V210619 Batch Quantity / : 2,30,000 ampules /
Cepus Ne O6bem cepun 2,30,000 amnyn
Analytical Report No / : 890001532875 Date of Analysis / : 30.06.2021
AHaauTHyecKkuii oryer Ne JlaTa aHa/IH3a

Date of Manufacture / : Jun-2021 Date of Expiry / : May-2024
JlaTa npou3BoacTBa Topen no

Analysis performed according ND / Anasnu3 nposegen no H: 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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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 s | upper part of ampoule. A label iy
attached to ampoule. attached to ampoule.

I ampoles and A patient 101 amponlea and a patient infarmation
information leaflet in a | leatlet in a PVC/aluminum blister.
PVC/aluninum 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.
INo 1 mn B aMmynsl M3 TEMHOTO
crekna knacca 1 (UbL). U sepxueit | 1o | Mt B aMiylist 13 TCMHOLO CICKILY
dau e amyinl panooonnt awbio o | osotacea ITO(UST). D osepancii savin
TOYKa 14 pasnoma. Ha ammyny | ammynsl HaHeceHBI KOJBLO M TOYKa
LEAUKIISHBAIOT YU TICY, WL PUsonMi, Hit aMiyuny Larieugaor
IIo 10 ammyn ¢ MHCTpYKUHMEH IO | 3THUKETKY.
IIPUMEHEHUIO noMemiatot | Ilo 10 aMmyn ¢ MHCTpYKLMEH IO
B [IBX/amomMuHueBsIi 6aucTep. HpHMEHEHHIO MOMELIAOT
ITo 1 6mucrepy B mauky kaptoHHyw. | B IIBX/amroMuHuesslii GnucTep.
ITo 1 6nucTepy B NayKy KapTOHHYIO;
W cTauMonapen: nmo I, 3, S
ONHACTEPOR R TTATKY KANTOHHYH,
14 Labelling / MapkupoBka According to ND / B coorercteuu ¢ HJI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3ammumeBHom
XpaHenue OT cBeTa MecTe Ipu Temreparype He Boille 25 °C. He 3amopaxuBarts.
16 Shelf-life / Cpox roxsoctu 3 years / 3 roza.

Remarks : The Product confirms to ND/
ITpumeuanue: IlpoaykT coorBercTByeT TpeboranusM HJI

Conclusion : APPROVED /
Zakmaouenne: OJOBPEHO

Prepared by /
IToaroroeneno: Pardeep Kumar

[

Checked by /
[Tpoeepeno: Himesh Kumar

Approved by: Manager/Executive /
Onobpeno: Meunemkep / Pykoroaurens

Pawan Kumar 4}2—
~

Reprint Date /
Jara: 30.06,2021

Print Date /
Hata: 30.06.2021

Print Date /
JHara; 30.06.2021
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