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

Vill. Khol, Nalagarh Road, Badd;,
Distt. Sofan, H.P.,, 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUOPUKAT AHAJIM3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IpomykT: Ketopoa™ (keToponak) pacTBop /Ui BHYTPHBEHHOIO ¥ BHYTPUMBILIEYHOTO BBeACHHUS, 30 Mr/mi
Batch No / : V220197 Batch Quantity / : 209090 ampules /
Cepus No Ob6rem cepun 209090 amnyn
Analytical Report No / : 890001584124 Date of Analysis / : 04.04.2022
AHANHUTHYECKHH oTUeT No JlaTa ananunza
Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025
JarTa npou3BoacTBa T'open g0
Analysis performed according ND / Anaan3s nposegen mo HJI: JI1-001365-170222
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ITpo3pauHslit 6eclBEeTHBIH PacTBOP.

1;.00 Test / IToka3aTeinb Results / PesyabTaThl Specification / Hopma
1 Description / Onucanue Clear  colorless  solution. / | Clear colorless to pale yellow solution.

/ TIpo3pa4Helif OecUBETHBLIM WM
CBETJIO-KENTHLIN pacTBOP.

2 Identification /
IMoanunHOCTL

The retention times of the main
peaks in the chromatogram of test
solution correspond to those in the
chromatogram of standard solution
of ketorolac tromethamine and
naproxen (Assay section) / Bpemena
yIep)KUBaHHUsI OCHOBHBIX IMHKOB Ha
XpoMaTrorpamme HCIMBITYEMOIO
PacTBOpa COOTBETCTBYiOT BpeMeHaM
YAEp)KUBaHMSI OCHOBHBIX IUKOB Ha
XpoMaTorpamMmme CTaHAAPTHOTO
pacTBoOpa KeTopojlaka TPOMEeTaMHHA
u HarpoKceHa (pazmen
«KonndyecTBeHHOE OIpeeieHHe)

The retention times of the main peaks
in the chromatogram of test solution
should correspond to those in the
chromatogram of standard solution of
ketorolac tromethamine and naproxen
(Assay section) / Bpemena
yAEpXKUBaHUSA OCHOBHBIX IIMKOB Ha
XpoMaTorpamme WCITBITYEMOTO
pacTBOpa HOJDKHBI COOTBETCTBOBATh
BpEMEHAM YAEPKUBAHUSA OCHOBHBIX
NHKOB Ha XpoMarorpaMmme
CTaHOaPTHOTO pacTBOpa KeToposaka
TpOMeTaMHMHa W HamnpokceHa (pasgen
«KonnuecTBeHHOE ONPEAENICHULH)

3 Clarity / Ilpo3payHocTh

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHnus
Ipenapara He TOJDKHA MPEBLIIATh
OMANeCUCHUMIO STAN0HA CpaBHEHHS 1.

4 Color / LigeTHOCTD 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu AnuHE BONHBI
430 nm.

5 pH 7.32 From 6.9t07.9./0t16,9 10 7,9.

Remarks : The Product confirms to ND/
ITpumeuanue: IpoaykT cooTBeTcTRYeT TpeboBaHmsM HIT

Conclusion : APPROVED /
3aknmouenune: OJOBPEHO

Prepared by /
Iloaroroeneno: Ankit

f&

Checked by /
ITposepeno: Himesh Kumar

(3':& .__g Pawan Kumar P 2\1/

Approved by: Manager/Executive /
QnobpeHo:

MeHem{jep / PykoBoaunTens

Reprint Date /
Jara: 04.04.2022

Reprint Date /
Hara: 04.04.2022

Reprint Date /
Jara: 04.04.2022
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Soian, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CEPTHOHUKAT AHAJIM3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Ketopon® (keToponak) pacTBOp Jisi BHYTPUBEHHOIO W BHYTPUMBILIEYHOIO BBeIeHUs, 30 Mr/mu
Batch No / : V220197 Batch Quantity / : 209090 ampules /
Cepus Ne O06bem cepHu 209090 amnyn
Analytical Report No / : 890001584124 Date of Analysis / : 04.04.2022
AHanuTHYeCKHH 0TYeT No Jara aHaamza
Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025
JaTa npou3BoACTBA T'ogen no
Analysis performed according ND / Ananus nposegen no HJI: JIIT-001365-170222
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6 Particulate matter / MexaHuuecKkne BKJIHOYECHUS

6A Visible particles /
BunuMele 4aCTHLIBI

Complies / COOTBETCTBYET

Should correspond to requirements. /
B co0TBETCTBUY ¢ TPeOOBAHHUAMH.

6B Invisible particles /
HeBuauMBble YacTHLBI:

npenena obuapyxenus (110 = 0.014 %)

i. Particles> 10 pm/ 138 not more than 6000 per ampoule /
Yacruu pa3MepoM > He 6onee 6000 Ha amnyy;
10 MmxM
ii. particles>25 pm/ 02 not more than 600 per ampoule /
YacTUL pasMEPOM > He 6onee 600 Ha ammyy.
25 MKM
7 Related substances / PoncTBeHHBIE IpUMECH
Impurity A / TlpuMecs A 0.14% not more than 0.20 % / He Gonee |
0,20 %;
Impurity B / TIpumecs B Not detected / He oSuapyxcia not more than 0.50 % / He Gonee
0,50 %;
- Below LOQ (LOQ = 0.033 %) / Hinke
Impurity C / I[Tpumecs C HPECAa KOMMUECTAEHHOTO ONPEAENEHHS not more than 0.50 % / He Gonee
(TIKO = 0.033 %) 0,50 %;
Impurity D / Ilpumecs D Below LOD (LOD = 0.014 %) / Hixe not more than 0.20 % / He OGomee

0,20 %.

HsenaexaeMblii 00eM

Any unspecified impurity / 0.10 % Not more than 0.20 % / He Gonee
EnuHu4Has HeuaeHTuduIu- 0,20 %.
pOBaHHas pUMeECh
Total impurities / CymMa 0.24 % Not more than 1.50 % / He 6onee
mpumeceii 1,50 %.

8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /

He Menee HomuHansHoro (1,0 mi)

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

[Tpumeuanue: ITpoaykT cooTBeTcTBYeT TpeboBanuam HJ

Zakmouenune: OJIOBPEHO

Prepared by /
[MoarorosneHo: Ankit

Checked by /

[Tpoeepeno: Himesh Kumar
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Reprint Date /

Jara; 04.04.2022

Reprint Date / B
JHara: 04.04.2022

%
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Approved by: Manager/Executive /
OnobpeHo: Meue;m\%p / PykoBoauTenp
Pawan Kumar

4

Reprint Date /
Hara: 04.04.2022
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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt. Soian, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

AHanuTHYecKHi oTuer Ne

CEPTAOPUKAT AHAJIM3A www.drreddys.com
Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoaykr: Ketopon® (keToposak) pacTBOp it BHYTPUBEHHOTO H BHYTPHMBIIIEYHOrO BBeieHHs, 30 Mr/mi
Batch No / : V220197 Batch Quantity / : 209090 ampules /
Cepus Ne O0bem cepun 209090 ammnyn
Analytical Report No / : 890001584124 Date of Analysis / : 04.04.2022

Jata apaju3a

JlaTa npon3BoaCTBA

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025

T'onen no

Analysis performed according ND / Anann3 nposegen mo HJI: JI[1-001365-170222
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15-oii cepun)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BaktepnanabHble <=0.725 EQ/mr tromethamine. / He 6onee 5,8 EQ/mMr
IHAOTOKCHHDI KeTOpOJIaka TPOMETaMUHA.

10 Sterility (every 15th batch) / Sterile / Ctepunex Must be sterile. / JomxeH ObITH
CrepubHOCTL (115 Kaxca0i CTEPIILHBIM.

11 Assay / KotuiecTBeHHOE 29.52 mg /29.52 mr From 270mg to 33.0mg of
ompenejieHue CisH13NOj3- C4H 1 NOs (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
o 33,0 Mr C15H13NO3‘C4H11NO3
(keTopoJiaka TPOMETaMHE) B 1 MIL.
12 Alcohol content / dTaHoJa 11.65 % From 10.60 % to 12.60 %. /

Ot 10,60 % no 12,60 %.

IMoaroroeneHo: Ankit
(A

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: [IponykT cootBeTcTBYET TpeboBanusam HJI 3akiaouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

IMporepeno: Himesh Kumar Onobpeno: Menem\'ep){ PykoBoaunTens

=== \  ~—, |PawanKumar //\L )

*

Reprint Date /
Jara: 04.04.2022

Reprint Date / Reprint Date /
Jlata: 04.04.2022 Hata: 04.04.2022
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUOUKAT AHAJIU3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Mpoaykr: KeTopon® (xeToposak) pacTBop Juisi BHYTPUBEHHOTO H BHYTPHMBIILEYHOrO BBeACHUS, 30 Mr/mi
Batch No / : V220197 Batch Quantity / : 209090 ampules /
Cepus Ne O6bem cepun 209090 amnyn
Analytical Report No / : 890001584124 Date of Amnalysis / : 04.04.2022
AnaguTudeckui oryer No JlaTa anajnza
Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025
JlaTa npou3BoacTBa T'ogen ao
Analysis performed according ND / Ananu3 nposeaen mo HJI: JII1-001365-170222
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13 Packaging / YnakoBka

1 mL in class I light-shielding 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. /

Ilo 1 wmn B aMmyassl u3
CBETO3aLUTHOTO CTeKJa
xopuuHeBoro kiacca I (USP). B
BEPXHEH YacTU aMIIyJbl HaHECEHBI
KOJBLO W TO4Yka Ans pasznoma. Ha
aMITyJly HaKJIECHBAIOT ITUKETKY.

IIo 10 amMmyn ¢ HWHCTpYKUHUEH Mo
NPHUMEHEHUIO MOMEINAIOT
B IIBX/antomuHueBbIH 61HCTED.

ITo 1 6iucTepy B MauKy KapTOHHYIO.

1 mL in class I light-shielding amber
or dark 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. /

Ilo 1 wMn B aMioylsl U3
CBETO3aIMTHOTO CTEKIa KOPUYHEBOIO
WX  TEMHO-KOPMYHEBOIO  IIBETa
kimacca I (USP). B BepxHeit uactu
aMITyNsl HaHeCceHbl KOJNBLO H TO4YKa
1 pasnoma. Ha amnysty HakieuBaoT
ITUKETKY.

I[lo 10 ammyn ¢ WHCTPYKLHEH MO
NPUMEHEHMIO MOMEIAI0T
B [IBX/amoMuHueBBI OIUCTED.

ITo 1 6nucTepy B Ma4Ky KapTOHHYIO;
i cramuoHapo: mo 2, 3, 5
6JMCTEPOB B NAYKy KapPTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootsetcTBuu ¢ HJI.

15 Storage conditions /
XpaHeHnue

In a place protected from light below 25 °C. Do not freeze. / B 3amuiieHHoM
OT CBETa MeCTe NpH TeMIrepatype He Beiile 25 °C. He 3aMopax1BaTh.

16 Shelf-life / Cpok roanoctu

3 years. / 3 rona.

Remarks : The Product confirms to ND/
ITpumeuanue: IlponykT cooTseTcTBYeT Tpebosanuam HJI

Conclusion : APPROVED /
Zakiarwuyenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarotoeneno: Ankit [Mpoeepeno: Himesh Kumar | Oxo6peno: Menemxkep /__fyaoaom-rrenb
/) A —J) -~ |PawanKumar 3
A ; &
Reprint Date / Reprint Date / Reprint Date /
Hata: 04.04.2022 Hara: 04.04.2022 Hara: 04.04.2022
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