Dr.Reddy’s "5.'.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoaykr: Ketopon® (xeToponak) pacTBOp [yisi BHYTPMBEHHOTO M BHYTPUMBIILIEYHOrO BBEAEHHUS, 30 Mr/mn
Batch No / : V210774 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O6bem cepuu 2,09,090 amnyn
Analytical Report No / : 890001537908 Date of Analysis / : 28.07.2021
AHaTUTHYECKHI oTueT No JlaTa ananuza
Date of Manufacture / : July-2021 Date of Expiry / : Jun-2024
HJaTa npou3soacTea T'ogen no
Analysis performed according ND / Anann3 nposegen mo 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 /uzm.Ne 2 ot 24.08.2020)
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TIpo3paunslii, 6ecLIBETHBIH pacTBOD.

1;.00 Test / Iloka3arens Results / PesyabTaTsl Specification / Hopma
1 Description / Onucanue Clear colorless solution. / | Clear, colorless ‘to pale yellow

solution. / ITpo3padHbli, GecIBETHbIMN
WM CBETJIO-KENTHIA pacTBop.

2 Identification /
IMopnuHHOCTL

chromatogram of
tromethamine and

OCHOBHBIX
XpoMarorpamme

XpoMmarorpamme

«KonmuecTBeHHOE OINpeNeNieHHe)

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 ynepxxuBaHus
MTHKOB Ha

UCIIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHAM
YIEp>KUBaHUS OCHOBHBIX IHKOB Ha
pactBopa
CTaHJApPTHBIX 06pa3LOB KeTOpOIaka
TPOMETaMUHa U HallpoKceHa (paszen

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 yaepXHBaHUS OCHOBHBIX
MKOB Ha XpoMaTorpamme
HCOBITYEMOTO  pacTBOpa  JOJKHBI
COOTBETCTBOBATH BpeMeHaM
YAepXKUBAHUS OCHOBHEIX ITHKOB Ha
XpoMaTorpaMme pacTeopa
CTaHAapTHBIX 00pa3zloB KeToponaka
TpOMETaMMHa M HanpokceHa (paszen
«KonuuecTBeHHOE OIpeie/Ie HUEY)

3 Clarity / TIpo3pauHocTh

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / Onanecuesums
Ipernapara He JOJDKHA NpeBbILIaTh
OTAIECIIEHIIMIO STAJIOHA CpaBHEHMS 1.

4 Color / IIBeTHOCTH 0.039 Abs Not more than 0.20 at 430 nm /
He 6onee 0,20 npu JutMHE BOJHBI
430 um

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

Remarks : The Product confirms to ND/
[Tpumeuanue: Ilpoaykr coorBeTcTBYeT TpeboBanusam HJJ

Conclusion : APPROVED /
3akaouenne: OJOBPEHO

Jara: 28.07.2021

Hata: 28.07.2021

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

INoarorosneno: Pardeep Kumar | ITpoeepeno: Himesh Kumar | Opgo6peno: MeHejl}i{Bp»< Pykosoauresnn
_ i’_ c:_‘:;,)_ £ Amit Kumar /\/,,//

Reprint Date / Print Date / Print Date /

Hara: 28.07.2021

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

CIN: L85195AP1984PLC004507
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
HpoaykT: Ketopon™ (keToponak) pacTBOp AJisi BHYTPHBEHHOTO U BHYTPHMbILLEYHOrO BBEAEHUS, 30 MI/ma
Batch No / : V210774 Batch Quantity / : 2,09,090 ampules /
Cepus No O0beM cepum 2,09,090 amnyn
Analytical Report No / : 890001537908 Date of Analysis / : 28.07.2021
AHanuTa4ecKkHi oTuer No Jara ananusa
Date of Manufacture / : July-2021 Date of Expiry / : Jun-2024
JlaTta npon3BoacTBA T'onen no
Analysis performed according ND / Ananns nposegen 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 /u3zm.Ne 2 ot 24.08.2020)
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6 Particulate matter / Mexannuyeckue BKJIYEHHS
6A Visible particles / Complies / CooTBETCTBYET Should correspond to requirements /
Bunumble 4acTHLIbI B cooTBeTCTBUH C TpeOOBaHUAMHU
6B Invisible particles /
Hepuaumelie yacTULBL:
i. Particles> 10 pym/ 885 Not more than 6000 per ampoule /
YacTuiiel pa3Mepom > He 6onee 6000 Ha ammyny;
10 MxM
ii. Particles > 25 pm/ 11 Not more than 600 per ampoule /
YacTuiisl pasMepoM > He 6onee 600 na amnyny.
25 MKM
7 Related substances / PoncTBeHHble NpuMecH
Impurity A / [Tpumecs A 0.15% Not more than 0.20 % / He Gonee
0,20 %
Impurity B / Ilpumecs B Not Detected Not more than 0.50 % / He 6omnee
0,50 %
Impurity C / ITpumecs C Less than LOQ (0.033%) Not more than 0.50 % / He 6onee
' 0,50 %
Impurity D / ITpumecs D Not more than 0.20 % / He 6onee
Less than LOQ (0.047%) 0,20 %
Any unspecified impurity / Not more than 0.20 % / He 6onee
EJUHUYHAS HEMIEHTHQHLH- 0.06% 0,20 %
pOBaHHas IIPUMECh
Total impurities / Cymma 0.27% Not more than 1.50 % / He 6oinee
npuMecen 1,50 %

Remarks : The Product confirms to ND/
ITpumeuanwne: [poaykr cooreeTcTBYET TpeboranusM HJI

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by /

S

Iloarororneno: Pardeep Kumar

Checked by / ‘
[Tpoeepeno: Himesh Kumar

Approved by: Manager/Executive /

OnoGpeno: Menepkep / PykoBoautens

Amit Kumar /3{/

Reprint Date /
Jara: 28.07.2021

Print Date /
Jara: 28.07.2021

Print Date /
Jara: 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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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIN3A

Product : /

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

Hpoaykr: Keropon™ (keTopoiak) pactBOp A BHYTPUBEHHOIO W BHYTPUMbILLIEYHOTO BBEAEHHUS, 30 Mr/mi
Batch No / : V210774 Batch Quantity / : 2,09,090 ampules /
Cepus No O61bem cepun 2,09,090 ammyn
Analytical Report No / : 890001537908 Date of Analysis / : 28.07.2021
AHanuTHYECKHH oTueT No Jarta anannsa
Date of Manufacture / : July-2021 Date of Expiry / : Jun-2024
JaTta npou3BoacTBa I'open no

Analysis performed according ND / Ananuz nposenen mo HJI: JI[1-001365-231118 (amend Ne 1 from
14.01.2020 /uzam.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 /
H3BnexaemMeblii 06beM

1.0ml/ 1.0 mn

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

9 Bacterial endotoxins /
BakrepunanbHble
3HAOTOKCHHDI

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

Not more than 5.8 EU/mg of ketorolac
tromethamine / He 6onee 5,8 ED/Mr
KeTopoJiaka TpoMeTaMHHa

10 Sterility / CtepunbHoOCTB

Complies / Crepunes

Should be sterile / Ctepunen

11 Assay / KoivuecTBeHHoe onpeaesieHne

a) Ketorolac tromethamine /
Ketoponaka TpoMeTaMHH

b) Sodium chloride / Hatpus
XJIOPHA

29.38 mg /29.38 mr

4.43 mg/mL / 4.43 mr/mn

From 270mg to 33.0mg of
CysH13NO3- C4H [ 1NOs (ketorolac
tromethamine) per 1 mL / Ot 27,0 Mr
g0 33,0mr CisH;sNOs CsH NOs
(xeTopoxaka TpoMeTaMHH) B 1 Mn

Between 4.2 mg/mL and 4.5 mg/mL /
Ot 4,2 mr/mi 1o 4,5 Mr/mn

12 Alcohol content / ITaHoa

11.79 %

Between 10.60 % and 12.60 % /
Ot 10,60 % mo 12,60 %

Remarks : The Product confirms to ND/
[Tpumeuanue: IIponykt cooTBeTcTBYET TpeboBaHusM HJI

Conclusion : APPROVED /
Zaxmouenne: OJIOBPEHO

Prepared by / Checked by /
IlonroroeneHno: Pardeep Kumar

l'[posepenj: Himesh Kumar
C *_\1 — < :

Approved by: Manager/Executive /
Onobpeno: Menenxkep { Pykosoauress

Amit Kumar /\//

Print Date /
Jara: 28.07.2021

Reprint Date /
Jara: 28.07.2021

Print Date /
Hara: 28.07.2021
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Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IpoayxT: Ketopon™ (keToponak) pacTBop Ajisi BHYTPUBEHHOTO U BHYTPUMbILIEYHOTO BBEACHHMS, 30 Mr/mMn
Batch No / : V210774 Batch Quantity / : 2,09,090 ampules /
Cepusn Ne O61em cepun 2,09,090 amnyn
Analytical Report No / : 890001537908 Date of Analysis / : 28.07.2021
AnamarndeckKHi oTyeT Ne Jara amanmn3za
Date of Manufacture / : July-2021 Date of Expiry / : Jun-2024
JlaTa npon3BOACTBA T'ogen no

Analysis performed according ND / Ananus nposenen mo H/I: JII1-001365-231118 (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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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.

Ilo 1 Mn B aMmyabl W3 TEMHOIO
ctexia knacca I (USP). B Bepxueit | Ilo 1 Mn B aMmyJsibl U3 TEMHOTO CTEeKNIa
YacTH aMITyJibl HaHeceHbl konplo U | kimacca I (USP). B BepxHeif wacTu
TOYKa U1 pasnoMa. Ha aMmyny | aMmIynsl HaHECEHBI KOJBIO M TOUYKa

HAIJIEUBAIOT TUKETKY. Ui paznoMa. Ha amimyny HakJieuBaroT
ITo 10 ammynm ¢ MHCTpYKUMEH MO | 3THUKETKY.

NPUMEHEHHIO nomemaot | ITo 10 ammyn ¢ HHCTpyKUMeH [0
B [IBX/amomuHueBHIl GnucTep. NPUMEHEHHIO TIOMEILA0T

ITo 1 6nuctepy B mauky kapToHHyto. | B [IBX/amomunuensiit 6nucTep.

ITo 1 6nucTepy B MauKy KapTOHHYIO;
IUIss  CTauuoHapoB: mno 2, 3, 5
6HcTepOB B aYKy KapTOHHYIO.

14 Labelling / MapkupoBka According to ND / B cootBetctBum ¢ HJI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3amuieHHOM
XpaHeHue OT CBETa MeCTe MpH TemIiepatype He Boilte 25 °C. He 3aMmopakuBarh.
16 Shelf-life / Cpok rogaocTn 3 years / 3 rona.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Mpumeyanue: IpoaykT cooTBETCTBYET Tpebosanusam HJ 3axmwouyenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

Ioaroroeneno: Pardeep Kumar | Ilpoeepeno: Himesh Kumar | Ono6peHo: MeHemKep& PykoBoguresb
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