Dr.Reddy’s ":".

CERTIFICATE OF ANALYSIS

CEPTHOHEKAT ATHAJN3A

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

Vill. Khol, Nalagarh Road, Baddi,
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

IIpoaykr: KeTtopon" (keToponak) pacTBOp Asisl BHYTPUBEHHOrO W BHYTPUMBbILLIEYHOTO BBEACHNS, 30 Mr/mn
Batch No / : V230302 Batch Quantity / : 272727ampules /
Cepus Ne Oo6nem cepuH 272727 amnyn
Analytical Report No / : 890001660284 Date of Analysis / : 28.04.2023
AHaJuTHYECKHH oTueT Ne JlaTa amanm3a

Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2026

Jdara npon3soacTea Tonen g0

Analysis performed according ND / Auanu3 nposenen no HJI: JI[1-001365-170222

Pagelof4/Crp. 1 uz 4

/
[Tpo3paunslit CBETJIO-XKENTHIH

pacTeop.

i:) Test / IlokasaTeanb Results / PesysibTaThl Specification / Hopma
1 Description / Onucanue Clear, light yellow solution. Clear colorless to pale yellow solution.

/ TlpospauHblii OECLBETHBIM MK
CBETIIO-XKEJThI pacTBOP.

2 Identification /
I[MopuHHOCTL

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
yAep)KMBaHUs OCHOBHBIX NHKOB Ha
XpoMarorpamme HCIIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpeMEHaM
yIAEPXUBAHHUS OCHOBHBIX THMKOB Ha
XpoMaTorpamMme CTaHIAPTHOTO
pacTBOpa KeTopojaka TPOMETaMUHA
7} HampoKceHa (paznen
«KouuecTBEHHOE OTIpeNeNICHUE))

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
yIEP)KMBAHUA OCHOBHBIX ITHKOB Ha
XpoMmarorpaMme UCTILITYEMOTO
pacTBOpa JIOJDKHBI COOTBETCTBOBATH
BpeMeHaM YIEpXXHBaHMA OCHOBHBIX
MMKOB Ha XpoMaTorpamme
CTaHJAPTHOrO PAcTBOpa KETOpoJaka
TpOMeTaMKHa U HamlpokceHa (pasiel
«Konu4yecTBEHHOE ONpeNeICHHE)

3 Clarity / Ilpo3paunocTb

Complies / CooTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnmanecueHuus
npenapaTa He QOJDKHA MPEBBILIATD
OMNaJIECUCHLMIO 3TaJIOHa CpaBHEHUA L.

4 Color / IIBeTHOCTBH 0.03 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu [TUHE BOIHEI
430 M.

5 pH 7.34 From 6.91t07.9./016,9 no 7,9.

Remarks: The Product confirms to ND/
IMpumeuanue: Iponykt coorercTByeT TpeboBanusm HJT

Conclusion: APPROVED /
3axmoyenne: OJIOGPEHO

Prepared by /
IMoaroToBneHo: Pr‘ad%ep Kumar

<

Checked by /
[Tposepeno: Himesh Kumar

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

: ! — Manoj Kumar

Reprint Date /
Jara: 28.04.2023

Reprint Date /
Jlara: 28.04.2023

Reprint Date /
Jlara : 28.04.2023

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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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
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Distt. Solan, H.P., 173 205, INDIA
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

IIpoaykT: Keroposn’ (KEToponak) pacTeop /118 BHYTPHBCHHOTO W BHYTPHMBbILUEYHOTO BBeACHHH, 30 mr/mn
Batch No / : V230302 Batch Quantity / : 272727ampules /
Cepus Ne O0bem cepii 272727 amny
Analytical Report No / : 890001660284 Date of Analysis/ : 28.04.2023
AHaauTHYecKHil oTueT Ne JlaTa anamsa

Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2026

Jara npou3BoacTea I'ogen no

Analysis performed according ND / Ananus nposejen no H/L: JII1-001365-170222
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‘I;‘oo Test / Iloka3aresn Results / PesyabTaThl Specification / Hopma
6 Particulate matter / MexaHuyeckue BK/IIO4eHNs

6A Visible particles /
BuauMele 4acTULbl

Complies / CooTBETCTBYET

Should correspond to requirements. /
B cOOTBETCTBUU C TPEOOBAHUSIMH.

6B Invisible particles /
HeBupuMbie 4acTULBL:

0.014 %) / Huxe npenena
o6napyxenus ([10 = 0.014 %)

Any unspecified impurity /
EnuuuyHas HeuaeHTUGHULH-
pOBaHHas MPUMECH

Less than LOQ (LOQ = 0.050 %) /
Hwke mnpenelia KOJNMIECTBEHHOTO
onpeneneus (ITKO = 0.050 %)

i. Particles> 10 pm/ 06 not more than 6000 per ampoule /
YacTul pasMepom > He 6onee 6000 Ha amITyJy;
10 MM
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
YaCTHI] pa3MepoM > He 6onee 600 Ha amnyny.
25 MKM
7 Related substances / PoacTBeHHbIE NPUMECH
Impurity A / Ilpumecs A 0.14% not more than 0.20% / He O6onee
0,20 %;
o 0,
Impurity B / I[Ipumecs B Not detected / He oGHapyxena not more than 0.50 % / He Oomnee
0,50 %;
Impurity C / [Tpamecs C Less than LOQ (LOQ = 0.033 %) / not more than 0.50 % / He Gomee
Hwxke mnpepmena kogudecTBeHHOro | 0,50 %;
onpenenenus (ITKO = 0.033 %)
Impurity D / TIpumecs D Below Limit of Detection (LOD = not more than 0.20 % / ne Gonee

0,20 %.

Not more than 0.20 % / He 6onee
0,20 %.

Remarks: The Product confirms to ND/
Tpumeyanue: IIpoxykT cooTseTcTBYeT Tpebobanuam HJT

Conclusion: APPROVED /
Zakawuenune: OJOBPEHO

Prepared by /
Ioarorosneno: Pradeep Kumar

L

Pt

Checked by /
Ilpoeepero: Himesh Kumar

1]

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PykosoauTensb
Manoj Kumar v, [

Reprint Date /
JaTa: 28.04.2023

Reprint Date /
Jlara: 28.04.2023

Reprint Date /
Jara : 28.04.2023
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CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJII3A

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

Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

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

IIpoayrr: Keropon" (keToposiak) pactsop A BHYTPUBEHHOIO W BHYTPHMBILLIEYHOTO BBEACHNU. 30 mr/ma
Batch No / : V230302 Batch Quantity / : 272727ampules /
Cepus Ne O0bem cepun 272727 amnyn
Analytical Report No / : 890001660284 Date of Analysis / : 28.04.2023
AHaauTHYeCKHH oTyeT No Hdara ananusa

Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2026

JlaTa npon3BocTBA Togen no

Analysis performed according ND / Anann3 nposegen no H/I: JIT1-001365-170222

Page 30f4/Crp.3 u3 4

‘1;.00 Test / IlokasaTtesb Results / PesyabTaThl Specification / Hopma
Total impurities / Cymma 0.14 % Not more than 1.50 % / He 6onee
npuMeceit 1,50 %.

8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /
H3Baekaemblii 06beM He menee Homusansroro (1,0 mi)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepnajibHble <=(0.725 ED/mr tromethamine. / He 6onee 5,8 EQ/Mr
3HA0TOKCHHBI KETOpOJIAKa TPOMETaAMHUHA.

10 Sterility (every 15th batch) /
CTepuAbHOCTD (IJIA KaX0#
15-0ii cepun)

NA

Must be sterile. / JlomkeH ObITH
CTEPHUITbHBIM.

11 Assay / KosimyecTBeHHOe 29.38 mg /29.38 mMr From 27.0mg to 33.0mg of
onpeaesienune CisHisNO3' C4H1NO;3 (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
mo 33,0mr CisH;sNOs C4H INO3
(xeTopoJiaka TpOMETaMHUH) B 1 MIL
12 Alcohol content / ITanon From 10.60 % to 12.60 %. /

11.31 %

Ort 10,60 % mo 12,60 %.

Remarks: The Product confirms to ND/
[Tpumeuanwue: [IpoaykT coorsercTryeT Tpedosanuam H/I

Conclusion: APPROVED /
3akaogenne: OJJOBPEHO

Prepared by /
IMoarortosneHo: Pradeep Kumar

Checked by /
[Mposepeno: Himesh Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykosoaurensb
Manoj Kumar

sl

Reprint Date /
Hara: 28.04.2023

Reprint Date /
Tata: 28.04.2023

Reprint Date /
Jlara : 28.04.2023

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
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CEPTH®HKAT AHAJTH3A

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

Vill. Khol, Nalagarh Road, Baddi,
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[ Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

Tpoaykr: Keropon" (keToponak) pactBop A BHYTPUBEHHOTO W BHYTPHMBILIEYHOrO BBEACHI, 30 mr/mn
Batch No / 1 V230302 Batch Quantity / : 272727ampules /
Cepus Ne O6Bem cepHH 272727 amnyn
Analytical Report No / : 890001660284 Date of Analysis / : 28.04.2023
AnaJanTuyeckni oryer No Jlara ananusa

Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2026

Jata npoH3BOICTEA I'ozen no
| Analysis performed according ND / Ananns nposeiet 1o HJI;: JIT1-001365-170222

Page 4 of 4/ Crp. 4 n3 4

No

Test / [Toxa3zaTennb
Ne

Results / PesyapTaThl

Specification / Hopma

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 aMnyldsl U3
CBETO3aLUTHOTO cTeKa
xopuunesoro kiacca I (USP). B
BEpXHE# 4acTH aMmIlyjlbl HaHECEHbI
KOJIBLO W TOouka ais pasinoma. Ha
aMITyJly HaKJIeUBalOT STHKETKY.

IMo 10 ammyn ¢ HWHCTpyKuUuMeH o
NpHUMEHEHUIO MOMELAIOT
B IIBX/antoMiUHUEBBIH 6iHCTED.

ITo 1 6yucTepy B MayKy 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. /

[lo 1 M1 B aMmOoylel u3
CBETO3ALIUTHOIO CTEKIIa KOPUHY HEBOTO
WA TEMHO-KODUYHEBOTO  LBETA
wracca I (USP). B Bepxueit dacTu
aMIyJibl HaHeCeHbI KOJbLUO M TOYKa
Juis paznoMa. Ha aMIy iy HaKJIeUBaloT
ITHKETKY.

ITo 10 ammyn ¢ HHCTpYKLMEH IO
NIPUMEHEHHUIO MOMEIIAIOT
B [IBX/antoMuHUEBBIH GIHCTED.

ITo 1 6nucTepy B MAUYKy KapTOHHYIO;
I cTaudoHapoB: mo 2, 3, 5
GnuCTEPOB B Da4Ky KapTOHHYO,

14 Labelling / MapkupoBka

According to ND / B cootBerctBuu ¢ HJI.

15 Storage conditions /
XpaneHue

In a place protected from light below 25 °C. Do not freeze. / B 3aumuiuessom
OT CBETa MecTe npH TemIeparype He Brine 25 °C. He 3aMopaxkuBarth.

16 Shelf-life / Cpok roanocTH

3 years. / 3 roga.

Remarks: The Product confirms to ND/
[Tpumeuannue: [Iponykr coorsercrayer Tpebopannam HJL

Conclusion: APPROVED /
3axiawuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IoarorosneHo: Pradeep Kumar IMposepeno: Himesh Kumar | Omo6peno: Menemxkep / Pykosonurens
f — | Manoj Kumar Y Z o f
— pLLEC—E
Reprint Date / Reprint Date / Reprint Date /
JTata: 28.04.2023 Jara: 28.04.2023 Jata : 28.04.2023
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