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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P,, 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

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

poaykr: Keropon® (keroponak) pacTBop il BHYTPUBEHHOIO U BHYTPUMbILICYHOTO BBeACHHS, 30 Mr/mu1
Batch No / : V210936 Batch Quantity / : 2,09,090 ampules /
Cepus Ne Oobnem cepun 2,09,090 ammyn
Analytical Report No / : 890001546355 Date of Analysis / : 17.09.2021
AxanuTHyecKHi oT4eT Ne JlaTa aHaIH3A

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

Jara npoH3BoOACTBA T'ogen go

Analysis performed according ND / Anann3s nposegen mo 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 /uzm.Ne 2 ot 24.08.2020)

Page 1 of4/Crp.1u3 4

iﬂo Test / [loxazaTenan Results / PesyabTaThl Specification / Hopma
1 Description / Onucanue Clear  colorless solution. / | Clear, colorless to pale yellow

ITpo3pauHslit, 6ECLIBETHBIH pacTBOP.

solution. / TIpo3pauHslif, 6ecUBeTHBIH
MY CBETIIO-KENTHIN PacTBOP.

2 Identification /
IHopuHHOCTEL

of
and

chromatogram
tromethamine

OCHOBHEIX
XpoMaTorpamme

IIHKOB

XpomaTorpamme

«Konmu4ecTBeHHOE onpeneneHHe»)

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 ymepkKuUBaHHs
Ha
UCTIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHAM
YIEPXKUBAHUS OCHOBHBIX [THKOB HA
pactBopa
CTaHAAPTHLIX 0OPa3LIOB KETOPOJIaKa
TpOMeTaMHHa U HaTllpokceHa (pa3aen

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 ynepKHBaHUsS OCHOBHEIX
TIMKOB Ha XpoMaTorpamme
UCIMBITYEMOTO ~ pacTBOpa  JOJDKHBI
COOTBETCTBOBATH BpeMeHaMm
yIepXKUBaHHs OCHOBHBIX ITHKOB Ha
XpoMaTorpaMmme pactBopa
CTaHAAPTHBIX 00pa3lloB KeTOopoJaka
TpOMeTaMHHa ¥ HamnpokceHa (pasmen
«KOJIMYeCTBEHHOE OTIPEACIICHHEY)

3 Clarity / lIpo3pauHocTh

Complies / CoOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension . / OnanecueHuus
npemnaparta He JOJDKHA IPEBBIIIATh
OMaJIeCLEHLUIO STATOHA CpaBHEeHus L.

4 Color / lIBeTHOCTB 0.040 Abs Not more than 0.20 at 430 nm /
He 6onee 0,20 npu Ay1MHE BOJHBI
430 um

5 pH 7.32 Between 6.9 and 7.9 /6,9 - 7,9

Remarks : The Product confirms to ND/
ITpumeyanne: [Iponykt coorBeTcTBYET TpeboBanuaM HJI

Conclusion : APPROVED /
3akawuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarororneno: Pardeep Kumar | INMposepeno: Himesh Kumar | Ogobpeno: Menemkep / PykoBonurens

. - — _'—‘ Kusum Lata e
Reprint Date / Print Date / Print Date /

Harta: 17.09.2021

Jara: 17.09.2021

Jara: 17.09.2021

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

Hpoaykr: Ketopon" (keToponak) pacTBop A5 BHYTPMBEHHOTO U BHYTPUMBILIEYHOrO BBEAEHHS, 30 Mr/mMn
Batch No / : V210936 Batch Quantity / : 2,09,090 ampules /
Cepus Ne OoBem cepun 2,09,090 amnyn
Analytical Report No / : 890001546355 Date of Analysis / : 17.09.2021
AHasinTHYecKkuii oTyeT No JlaTa ananusa

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

[ara nponssoacTea Togen no

Analysis performed according ND / Ananus nposeaen mo 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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6 Particulate matter / MexaHn4ecKkue BK/IIOYEHHUS
6A Visible particles / Complies / CooTBeTCcTBYET Should correspond to requirements /
BunuMble yacTuupl B cooTBeTcTBUM ¢ TpeOOBAHUAMU
6B Invisible particles /
HeBuauMble YacTHIIBL:
1. Particles > 10 pm/ 43 Not more than 6000 per ampoule /
Yactuip! pazmepom > He 6onee 6000 na ammyny;
10 Mxm
ii. Particles> 25 ym/ 5 Not more than 600 per ampoule /
YacTuiipl pasmepom > He 6onee 600 Ha amnyny.
25 MKM
7 Related substances / PoacTrBennsle npumecu
Impurity A / [Ipumecs A 0.15% Not more than 0.20 % / He 6oxee
0,20 %
Impurity B / Ilpumecs B BDL (Disregard area 1780) Not more than 0.50 % / He 6onee
0,50 %
Impurity C / IIpumecs C Less than LOQ (0.033%) Not more than 0.50 % / He Gonee
' 0,50 %
Impurity D / I[Ipumecs D Not more than 0.20 % / He Oonee
BDL (Disregard area 1780) 0,20 %
Any unspecified impurity / Not more than 0.20 % / He 6onee
Ennnngnas HeuneHTUdUIU- 0.07% 0,20 %
pOBaHHas NPUMECh
Total impurities / Cymma 0.27% Not more than 1.50 % / He 6oinee
npumeceit 1,50 %

Remarks : The Product confirms to ND/
IIpumeuanue: IIponykr coorBeTcTBYeT TpeboBanuaM HJJ

Conclusion : APPROVED /
Zaxmouenne: OJIOBPEHO

Prepared by /
IToarororneno: Pardeep Kumar

P—

Checked by /
ITpoeepeno: Himesh Kumar

Approved by: Manager/Executive /

Onobpeno: Menemkep / Pykosoaurens
Kusum Lata : _ Kzié o

Reprint Date /
Jata: 17.09.2021

Print Date /
Jara: 17.09.2021

Print Date /
Hara: 17.09.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IlpoaykrT: Keropon" (keToposiak) pacTBop Uit BHYTPHBEHHOTO U BHYTPHMBILLIEYHOrO BBEAeHHs, 30 MI/m
Batch No / : V210936 Batch Quantity / : 2,09,090 ampules /
Cepug Ne O0vem cepun 2,09,090 amnyn
Analytical Report No / : 890001546355 Date of Analysis / : 17.09.2021
AxanuTndecknii oTyer Ne JlaTta anaausa
Date of Manufacture / : Aug-2021 Date of Expiry / : July-2024
JaTta npounsBoacTBa I'omen oo

Analysis performed according ND / Ananu3 nposeaen no HJI: JII1-001365-231118 (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)

Page 3 of 4/ Ctp.3 m3 4

8 Extractable volume /
H3Bnexaemblii 00beM

1.0ml/ 1.0 mn

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

9 Bacterial endotoxins /
BakTepnanbHble
3HAOTOKCHHDI

<=0.725EU/mg /
<=0.725ED/Mr

Not more than 5.8 EU/mg of ketorolac
tromethamine / He Gonee 5,8 ED/Mr
KeTOpoJiaka TpOMEeTaMHHa

10 Sterility / CrepusibHOCTB

Complies / CrepuneH

Should be sterile / Ctepunen

11 Assay / KonindyecTBeHHOe onpenesneHue

a) Ketorolac tromethamine /
KeToponaka TpoMeTaMUH

29.64 mg /29.64 mr

From 27.0mg to 33.0mg of
C15H13NO5-C4H 1NO3 (kCtOI‘OlaC
tromethamine) per 1 mL / Ot 27,0 mr
o 33,0 Mr C15H13NO3'C4H11NO3
(keToponaka TpoMeTaMHH) B 1 M1

b) Sodium chloride / Hatpus 4.40 mg/mL / 4.40 mMr/mn Between 4.2 mg/mL and 4.5 mg/mlL./
XJI0puz Ot 4,2 mr/mn 1o 4,5 Mr/Mn
12 Alcohol content / dTanon 11.71 % Between 10.60 % and 12.60 % /

Ot 10,60 % no 12,60 %

Remarks : The Product confirms to ND/
Ilpumeuanue: [IpoaykT cooTBeTCTBYET TpeboBaHuam HJIT

Conclusion : APPROVED /
3akaouenne: OJOBPEHO

Prepared by /
IToarorosneno: Pardeep Kumar

-

Checked by /
IIposepeno; Himesh Kumar

Approved by: Manager/Executive /

Onobpeno: Menemxkep / Pykosoaurens
Kusum Lata A&ﬂ o

Reprint Date /
Jata: 17.09.2021

Print Date /
Jara: 17.09.2021

Print Date /
Jara: 17.09.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

CEPTUPUKAT AHAJIU3A Tel : +91 98166 56001-02

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular 1nJvevé’E'foLﬂs'c§Up 2/ml

poaykr: Keropon" (keroponak) pacTBOp i BHYTPUBEHHOTO U BHYTPHUMBILIECUHOTO BBEJEHUA, 30 Mr/m
Batch No / : V210936 Batch Quantity / : 2,09,090 ampules /
Cepus Ne Ob6bem cepun 2,09,090 amnyn
Analytical Report No / : 890001546355 Date of Analysis / : 17.09.2021
AHanuTHYecKHii oTuer Ne JlaTa anaamu3a

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

JaTta npousBoacTBa T'open oo

Analysis performed according ND / Ananus nposeaen no HJI: JIT1-001365-231118 (amend Ne 1 from
14.01.2020 /uam.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 / Ynakopka

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

Ilo 1 Ma B amMmynsl U3 TEMHOIO
crexna knacca I (USP). B epxueit
4acTH aMITyJIbl HAHECeHB! KOJBLO H
Toyka JniA pasnoma. Ha ammymy
HaKJIeUBAOT ITUKETKY.

ITo 10 amnyn ¢ HHCTpyKUHEeH MO
NPHUMEHEHHIO MOMEILAI0T
B [IBX/amoMHHUEBbIH 6IHCTED.

Ilo 1 6nucTepy B Mauky 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.

[To 1 Mn1 B aMITyJNbl U3 TEMHOTO CTEKIIA
knacca I (USP). B Bepxseill uvactu
aMIyJibl HaHeCEHbl KOJbLO M TOYKA
Ui pasnoma. Ha amnyny HakjieuBaroT

ITHKETKY.
ITo 10 ammyn c¢ UHCTpyKLMel Mo
MIPUMEHEHHIO MOMELIAIT

B [IBX/anoMuHueEBbIH OnHCTED.

ITo 1 6nucTepy B NayKy KapTOHHYIO,
Iid  cTaluoHapoB: mo 2, 3, 5
6JIHCTEpPOR B AaYKy KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B coorsercreuu ¢ HJI.

15 Storage conditions /
XpaHenue

In a place protected from light below 25 °C. Do not freeze. / B 3amuiienHoM
OT CBeTa MeCTe IpH TeMrepatype He Beille 25 °C. He 3aM0opaxuBarh.

16 Shelf-life / Cpok ronnocTu

3 years / 3 rona.

Remarks : The Product confirms to ND/
IIpumeuanue: IIponykT cootBeTcTBYeT TpeboBanusam HJL

Conclusion : APPROVED /
3axmovenune: OJOBPEHO

Prepared by /
IToarorosneno: Pardeep Kumar

=

Checked by /

[Tposepeno: Himesh Kumar

—_——

]

F

<

Approved by: Manager/Executive /
OnobpeHo: Menemkep / PykopoauTens

Kusum Lata w By

Reprint Date /
Hara: 17.09.2021

Print Date /
Jlara: 17.09.2021

Print Date /
Jara: 17.09.2021
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