Dr.Reddy’s €%¢

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

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUDOUKAT AHAJIU3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ilpoaykr: Ketopon® (keTopoak) pacTBOp /jiss BHYTPUBEHHOrO M BHYTPHUMBIILIEUHOrO BBeIeHHUs, 30 Mr/mn
Batch No / : V231002 Batch Quantity / : 272727 ampules /
Cepusn Ne Ob6nbem cepun 272727 amiyn
Analytical Report No / : 890001708010 Date of Analysis / : 28.12.2023
AHaJHTHYECKHH oTyeT No JlaTa anaiu3a
Date of Manufacture / : 12/2023 Date of Expiry / : 1172026
aTa NPOH3BOACTBA I"ogeH a0

Analysis performed according ND / Auanau3 nposeaen no HJI: JITT-001365-170222
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iﬂo Test / IlokasaTennb Results / Pe3yabTaThl Specification / Hopma

1 Description / Onucanue Clear pale yellow solution. / | Clear colorless to pale yellow solution.
ITpo3pauHsiii cseTno-kentelit | / Ilpo3pauHblit OGecLBETHBIN UIH
pacTBop. CBETJIO-KENTHIH pacTBop.

2 Identification /
IMopANHHHOCTD

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
YIEPKMBAHUSA OCHOBHBIX MHKOB Ha
XpoMarorpamme UCTILITYEMOrO
pacTBOpa COOTBETCTBYIOT BpEMeHaM
yIEPKUBAHUS OCHOBHBIX IMHMKOB Ha
XpOMaTorpamme CTaHJApTHOTO
pacTBOpa KeTopojaka TpOMeTaMHHa
7 HanmpoKceHa (pasnen
«KonH4eCTBEHHOE ONpEIeIeHHE)

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
YIEPKHBAHUA OCHOBHBIX ITHKOB Ha
XpoMaTorpamme HCTIBITYEMOTO
pacTBopa [JOJDKHBI COOTBETCTBOBATD
BpPEMEHaM YAEpXXHUBAaHUA OCHOBHBIX
MTHKOB Ha XpoMaTorpamme
CTaHAApPTHOrO PacTBOpa KeTopoJiaka
TpOMETaMHMHA M HampokceHa (pasmel
«KomnmyecTBeHHOE ONpeneNeHUe»)

3 Clarity / IIpo3pa4yHocTb

Complies / CooTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuus
npenapara He JI0JDKHa IPeBbILIaTh
OMaJIECIICHIHIO 3TAJIOHA CPaBHEHUs 1.

4 Color / IIBeTHOCTL 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu muinHE BOJIHBL
430 uM.

5 pH 7.39 From6.91t07.9./016,9 0o 7,9.

Remarks: The Produet conflnms to ND/
ITpumeuanne: IlpogykT cooTBeTcTBYET TpeboBaHusam HJI

Conclusion: APPROVED /
3axarwuenne: OJJOBPEHO

Jara: 28.12.2023

Hara: 28.12.2023

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

[Toarotosnexo: Ankit /A‘/*' “TIposepeno: Santosh Kumar | Ono6peno: Menemkep / Pykoso Nk
Maurya Ll Manoj Kumar hiﬁ: el

Reprint Date / Reprint Date / Reprint Date / .

Hara: 28.12.2023

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

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUDPUKAT AHAJIN3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoaykr: Ketopon® (keTopojiak) pacTBOp JUlsi BHYTPMBEHHOTO M BHYTPUMBILIEUHOrO BBeAeHHs, 30 mr/min
Batch No / : V231002 Batch Quantity / : 272727 ampules /
Cepusn Ne O0bem cepun 272727 amnyn
Analytical Report No / : 890001708010 Date of Analysis / : 28.12.2023
AHanuTHYECKHH oTyeT No JlaTa anaau3za
Date of Manufacture / : 12/2023 Date of Expiry / : 1172026
Jara npon3BoacTBa I'ogen xo
Analysis performed according ND / Ananu3 nposenen mo HJ: JII1-001365-170222
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6 Particulate matter / Mexanuueckne BKJIKYEHUS

6A Visible particles /
BumuMble 4acTHUBI

Complies / CooTBeTCTBYET

Should correspond to requirements. /
B coOTBETCTBUY € TpeOOBAHUSAMHA.

6B Invisible particles /
HeBuanMsle 4acTHLBI:

Impurity B / [Ipumecs B

Below LOD (LOD = 0.014 %) /
Hwxe npenena obnapyxenus (IIO
=0.014 %)

Impurity C / ITpumecs C

Below LOQ (LOQ = 0.033%) /
Huxe npeaena KOJIMYECTBEHHOTO

Impurity D / IIpumecs D

onpenenenus (ITKO = 0.033 %)

Below LOD (LOD = 0.014 %) /
Hwxe npenena odnapyxenuns (I10

Any unspecified impurity /

pOBaHHas MPHMeECh

EnunnaHas HenpaeHTuGUIH-

=0.014 %)

0.05 %

i. Particles > 10 pm/ 18 not more than 6000 per ampoule /
YacTuy pasmMepom > He 6onee 6000 Ha amnyiy;
10 Mxm

ii. particles > 25 pm/ 00 not more than 600 per ampoule /
4acTULl pa3sMeEPOM > He Oosee 600 Ha ammyJy.
25 MKM

7 Related substances / PoncTBeHHbIe NpUMeECH
Impurity A / [Tpumech A 0.16% not more than 0.20 % / He Gonee

0,20 %;

not more than 0.50 % / He 0OoJjee
0,50 %;

not more than 0.50 % / ue Oosee
0,50 %,;

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

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

Remarka: The Product confirms to ND/
ITpumeuanue: [IpogykT cooTBercTByeT Tpebosanusam HJI

Conclusion: APPROVED /
3akmogenne: OJIOBPEHO

Jara: 28.12.2023

Jara: 28.12.2023

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

[Noarorosnexo: Ankit }”\ +| IIposepeno: Sanfosh Kumar | Ono6peHo: Menemxep / PykoBoguresns
' Maurya = Manoj Kumar Nuaad L1 ,[

Reprint Date / - Reprint Date / Reprint Date / -

Jlara: 28.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddye.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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTU®UKAT AHAJIM3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keToposak) pacTBop [Ulsi BHYTPUBEHHOTO H BHYTPHMBILIEYHOTO BBeACHHUS, 30 Mr/mn
Batch No / : V231002 Batch Quantity / : 272727 ampules /
Cepus Ne Oo0Bem cepun 272727 amnyn
Analytical Report No / : 890001708010 Date of Analysis / : 28.12.2023
AHauTHIeCKHH oTueT No JaTa anaH3a
Date of Manufacture / : 12/2023 Date of Expiry / : 11/2026
[aTa NPOH3BOJACTBA I'open no

Analysis performed according ND / Anann3 nposenen no HJI: JII1-001365-170222
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Total impurities / Cymma 0.26% 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) /
H3enexaemblii 06bem He Menee HomuHanbsHOTo (1,0 M)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTtepuajbHble <=0.725 EQ/mMr tromethamine. / He Gonee 5,8 ED/mr
IHIOTOKCHHbI KeTOpoJiaka TpoMeTaMHHa.

10 Sterility (every 15th batch) / NA Must be sterile. / JJomxeH ObITh
CTepuIbHOCTD (AJ181 KaXA0i# CTEPUIIBHBIM.
15-0it cepun)

11 Assay / KosinuecTBeHHOE 29.50 mg/ 29.50 mr From 270mg to 33.0mg of

onpeaeJieHUue CisHi3NO3: C4H11NO;3 (ketorolac
tromethamine) per I mL. / Ot 27,0 mr
pi(e] 33,0 MrI C|5H13NO3'C4H11NO3
(xeTopoylaka TpoMeTaMuH) B 1 MIL
12 Alcohol content / ITaHon 11.94 % From 10.60 % to 12.60 %. /
Ot 10,60 % o 12,60 %.

Rermarks: The Product conlirims 1o ND/
[Mpumeuanue: [lponykT cooTsercTByeT Tpebosanuim H/JI

Conclusion: APPROVED /
3axkawuenue: OJJOBPEHO

Prepared by /

Checked by /

Approved by: Manager/Executive /

Jara: 28.12.2023

Jara: 28.12.2023

|
[Moarorosneno: Ankit ﬂ/ [IpoBepeHo: San; Kumar | Omobpeno: Menemxkep / PykoBoautens
Maurya 2 Manoj Kumar h‘ﬁ((gt,_('
Reprint Date / Reprint Date / Reprint Date /

Jara: 28.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

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

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

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

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoaykrt: Ketopon® (keToposak) pacTBOp Ul BHYTPMBEHHOTO ¥ BHYTPHMBIIIEYHOrO BBeAeHHUS, 30 Mr/mn
Batch No / 1 V231002 Batch Quantity / : 272727 ampules /
Cepusn Ne O01beM cepHH 272727 amnyn
Analytical Report No / : 890001708010 Date of Analysis / : 28.12.2023
Ananurudeckuii oTuer Ne Jlara ananmu3a
Date of Manufacture / : 12/2023 Date of Expiry / : 11/2026
JlaTa npou3BoacTBa I'oneH oo
Analysis performed according ND / Ananu3s nposeagen no HJI: JI[1-001365-170222
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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. /

Mo 1 wMn B amMoyiasl M3
CBETO3AIIUTHOTO cTeKna
kopmaneBoro kmacca I (USP). B
BEpXHEU YacTH aMITysnbl HaHECEHsl
KOJIBIIO M TOYKa Juisa pasioMa. Ha
aMITyJly HaKJIEUBAIOT 3TUKETKY.

[To 10 ammyn ¢ HHCTpYKLMEH IO
NpPHMEHEHUIO MOMELIAIT
B [IBX/antomuuueBbIi 61ucTep.

[To 1 6nucTepy B NayKy 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. /

Illo 1 wMn B aMIoyasl W3
CBETO3AIUTHOrO CTEKIIa KOPHMYHEBOTO
WIM  TEMHO-KOPHYHEBOTO  L(BETa
kracca I (USP). B BepxHell uacTm
aMIyJibl HaHECEHbl KOJNBLO M TOYKa
Jua pazjioma. Ha amynty HakJIeuBaloT
ITUKETKY.

ITo 10 ammyn ¢ MHCTpYKLUeH [10
NPUMEHEHHUIO MIOMELIAIOT
B [IBX/anmoMuHHeBbIH GUCTEp.

ITo 1 6aucTepy B NauKy KapTOHHYIO;
UIA  CTandoHapoB: mo 2, 3, 5
OIKCTEPOB B MAYKY KAPTOHHYIO.

ITo 1 6mucTepy B nauky KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B coorserctBuu ¢ HJI.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3alliIIeHHOM
OT CBETa MecTe IpH Temnepartype He Bbiie 25 °C. He 3aMopaxuBarh.

16 Shelf-life / Cpok roasoctu

3 years. / 3 rona.

Remarks: The Product confirms to ND/
Ipumeuanue: [poaykT cooTBeTcTBYeT Tpeboanusam HJI

Conclusion: APPROVED /
3akawuenne: OJIOBPEHO

Prepared by / | Checked by / Approved by: Manager/Executive /
[TogroroBneHo: Ankit /\/ IIposepeno: Sanigsh Kumar | OnoGpeno: Menemxep / Pykosoantesis
Maurya Manoj Kumar . QLJW
S—

Reprint Date /
Jata: 28.12.2023

Reprint Date /
Jara: 28.12.2023

Reprint Date /
JlaTa: 28.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
wianw drreddys rom
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTU®HUKAT AHAJIN3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Kertopon® (keTopoak) pacTBOp U1 BHYTPUBEHHOTO U BHYTPHMBILIEYHOrO BBEAEHHUS, 30 Mr/mn
Batch No / : V231002 Batch Quantity / : 272727 ampules /
Cepus Ne O6bem cepun 272727 ammyn
Analytical Report No / : 890001708010 Date of Analysis / : 28.12.2023
AHAJIUTHYECKHH oTYeT Ne Hdara anaaunsa
Date of Manufacture / : 12/2023 Date of Expiry / : 11/2026
JaTta npon3BoacTBa I'ogen no
Analysis performed according ND / Anaan3 nposenen no HJI: JII1-001365-170222
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API name / Haumenopanue ADC:

Ketorolac tromethamine / Ketoposnaka TpoME€TaMHUH

INN / MHH:

Ketorolac / Keroponak

API manufacturer batch number /

Homep cepuum npoussoaurens A®C:

ABQH005022

FP Manufacturer API Batch number /
Homep cepun cy6cTtanuun npouspoautens LJIM:

FEQA00497

Ilpouseoautens APC, crpana:

API Manufactured by & country /

Dr. Reddy's Laboratories Ltd., India /
J-p Pequ'c Jlabopatopuc Jita., Mnaus

Remarks: The Product confirms to ND/
Ipumeuanue: [IponykT cooTBercTBYeT TpeboBanuam HJI

Conclusion: APPROVED /
3akmaouenne: OJIOBPEHO

Prepared by /
IToarorosneno: Ankit

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBoauTens
Manoj Kumar

Reprint Date /
Jara: 28.12.2023

Checked by /
[R ’TIpoeepeno: Santogh Kumar
/ Maurya _Gf:
i Reprint Date /
Jara: 28.12.2023

W 2;1 L J
A

Reprint Date /
Jata: 28.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




