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Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Badidi,
Disii. Sclan, 1.P, 173 205, INDIA
Tol - 191 28166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOUKAT AHAJIU3A

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

IIpoaykr: Keropon® (keToposiak) pacTBOp /I BHYTPHMBEHHOTO M BHYTPUMbILIEUHOrO BBeAIeH s, 30 Mr/mMa
Batch No / : V230704 Batch Quantity / : 272727 ampules /
Cepusi Ne Oo6nem cepun 272727 amnyn
Analytical Report No / : 890001691869 Date of Analysis / : 30.09.2023
AnajauTudecknii oryer No JlaTa aHaJu3a

Date of Manufacture / : 09/2023 Date of Expiry / : 08/2026
JlaTa nponu3BOACTBA I'ogen mo

Analysis performed according ND / Ananu3z nposexen mo HJI: JII1-001365-170222

Page 1 of 5/Crp.1m35

1}3 Test / IlokazaTenn Results / Pe3yabsTaThl Specification / Hopma

1 Description / Onucanue Clear pale yellow solution. / | Clear colorless to pale yellow solution.
IIpo3paunbiii ceerno-kenteiit | / Ilpospaynelif OecLBETHBIN HIH
pacTBop. CBETJIO-KEJIThIM pacTBOP.

2 Identification /
IMogJiMHHOCTE

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
YOCP)KUBAHHA OCHOBHBIX ITHKOB Ha
XpOMaTorpaMme HCIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpeMeHaM
YIOEPXKUBAHUS OCHOBHBIX ITHUKOB Ha
XpoMaTorpaMme CTaHAapPTHOTO
pacTBopa KeTopoJsiaka TpoMeTaMHHa
u HampOKCeHa (pa3aen
«KonuiecTBeHHOE ONpe/eIeHHe)

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
yIepKUBAHHSA OCHOBHBIX ITHKOB Ha
XpoMaTorpaMme HCTIBITYEMOTO
pacTBopa HJOJDKHBI COOTBETCTBOBATh
BpeMeHaM YASPXKHBAHUSI OCHOBHBIX
THKOB Ha XpoMaTorpamme
CTaHJApTHOTO pacTBOpa KeTopoyiaka
TpOMeTaMHHa M HalpoKceHa (pasien
«KonnyecTBeHHOE OTIPEIETICHHUEY)

3 Clarity / Ilpo3pa4yHocTb

Complies / CooTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHuus
npenapaTa He JOMKHA PEBBIIIATD
onanecleHLHIO 3TaNoHa cpaBHeHHU 1.

4 Color / IlgeTHOCTH 0.03 Not more than 0.20 at 430 nm. /
He 6onee 0,20 mpu AjKMHE BOJIHBI
430 HM.

5 pH 7.39 From6.9t07.9./016,9 no 7.9.

Remarks: The Product confirms to ND/
IMpumeuanue: Ilpoaykt coorsercTBYET TpeboBanusam HJI

Conclusion: APPROVED /
3akawuenne: OJJOBPEHO

Prepared by /

Checked by /
ITpoeepeno: Pardeep Kumar

OnobpeHo:
[= =

Approved by: Manager/Executive /

Manuj Kuiat

Menemxep / PykoBogurens z}wgﬂ/ﬂ/ ;

IMToarorosneno: Ramakant <
S

Reprint Date /
Jara: 22.12.2023

Reprint Date /
Jara: 22.12.2023

Reprint Date /
Jara: 22.12.2023

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: L85195AP19E84PLCO04AS07
www.drreddys.com
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Dr. Reddy's Laboratories Ltd
Formulation Jnit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.E., 173 205, INDIA
Tel 0 +91 93166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHO®HKAT AHAJIHN3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon® (ketoposiak) pacTBOp AJisi BHYTPHBEHHOTO M BHYTPHMBILIEUHOTO BBEACHHS, 30 Mr/mi
Batch No / : V230704 Batch Quantity / : 272727 ampules /
Cepus No O6bem cepun 272727 amnyn
Analytical Report No / : 890001691869 Date of Analysis / : 30.09.2023
AHaJIHTHYECKHNH oTYeT No JlaTa anaauza
Date of Manufacture / : 09/2023 Date of Expiry / : 08/2026
JlaTa npon3BoacTBa ToneH xo
Analysis performed according ND / Ananus nposeaen nmo HJI: JIT-001365-170222

Page2 of 5/Ctp.2m35

Ilpumeuanue: Ilponykr cootBercTryeT TpeboBanusam HJI

6 Particulate matter / Mexannyeckue BKIIOYECHHUS
6A Visible particles / Complies / CooTBercTByeT Should correspond to requirements. /
BuauMbie 4aCTUIB B cooTBeTCTBUU C TPEOOBAHUAMH.
6B Invisible particles /
HeBunuMsble yacTHULIBL:
i. Particles> 10 pm/ 11 not more than 6000 per ampoule /
YacTun pazMepoM > He 6onee 6000 Ha ammyny;
10 Mxm
il. particles > 25 pm/ 01 not more than 600 per ampoule /
YacTHUIl pa3MEPOM > He Gonee 600 Ha aMITyJTy.
25 MKM
7 Related substances / PoacTBeHHbIe NpUMecH
Impurity A / Ilpumecs A 0.15% not more than 0.20 % / He Goxee
0,20 %;
Impurity B / [Tpumecs B Below LOD (LOD = 0.014 %) / not more than 0.50 % / He Gomnee
Hmxe npenena o6Hapyxenust (IO = | 0,50 %;
0.014 %)
Impurity C / [Ipumecs C Below LOQ (LOQ = 0.033%) / not more than 0.50% / He Goiee
Hike mpeziena KOJNMYECTBEHHOTO 0,50 %;
onpenenenus (ITKO = 0.033 %)
Impurity D / IIpumecs D not more than 0.20 % / He Gomee
Below LOD (LOD = 0.014 %) / 0.20 %.
Hmxe npenena obHapyxenus (I10 ’
=0.014 %)
Any unspecified impurity / Below LOQ (LOQ = 0.050%) / Not more than 0.20 % / He 6onee
EnvHndHas HeHICHTHOHIH- Hixe mpenena KOJNUECTBEHHOIO 0,20 %.
poBaHHadg IPUMEChH onpeaenenus (ITKO = 0.050 %)
Remarks: The Product confirms to ND/ Conclusion: APPROVED /

3axmwuenne: OJOBPEHO

Prepared by /
IMToxnrorosneHo: Rama&i d,
T ’/

Checked by /

[Tposepeno: Pardeep Kumar | OnobpeHo:

Approved by: Manager/Executive /

Menemxep / PykoBoaurens

= Manoj Kumar

Reprint Date /

Jara: 22.12.2023

Reprint Date /
Hara: 22.12.2023

Reprint Date /
Hara: 22.12.2023

Registered Office: 8-2-337, Road No, 2, Banjara Hills, Hyderabad - 500034, Telangana
Tel, +91 40 4900 2900, Fay. +81 40 4500 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Labkoratories Ltd
Formuilation Unit-6

Vill. Khol, Nalagarh Road, Baddi,

Disit. Solai, H.P.,, 173 205, INDIA

Tel - +91 98166 56001-02
CERTIFICATE OF ANALYSIS v, drreddys.com

CEPTUO®HUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Ketopon® (keTopoJiak) pacTBOP /I BHYTPHBEHHOTO M BHYTPHMAILIEYHOTO BBeJeHHUs, 30 MI/m
Batch No/ : V230704 Batch Quantity / : 272727 ampules /
Cepust Ne Oo0Bem cepuu 272727 ammyn
Analytical Report No / : 890001691869 Date of Analysis / : 30.09.2023
AHajIHTHYECKHH oT4yeT No JlaTa anaaumza
Date of Manufacture / : 09/2023 Date of Expiry / : 08/2026
JlaTa npon3BoacTBa Tonen g0
Analysis performed according ND / Ananns nposeaen mo HJI: JII1-001365-170222

Page3 of S/Crp.3 m3 5

H3BnekaemMblii 00LeM

Total impurities / Cymma 0.15% Not more than 1.50 % / He 6oiee
npuMecei 1,50 %.
8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /

He menee nomunansHoro (1,0 mn)

CTrepHibHOCTD (OIS Km0k
15-o0i1 cepun)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepuanbHblie <=0.725 ED/mr tromethamine. / He 6Gosee 5,8 E3/mMr
9HAOTOKCHHBI KeTopoJiaka TpOMeTaMUHa.

10 Sterility (every 15th batch) / NA Must be sterile. / JomkeH OBbITE

CTEPUJIbHBIM.

11 Assay / KonnuecTBeHHoe 29.83 mg/ 29.83 Mr From 270mg to 33.0mg of
onpeaesieHue CisH13NO3-C4H 1 NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
o 33,0mr Ci;sHisNO3- CsH 1NO3
(xeTopoiaka TPOMETaMHH) B 1 ML
12 Alcohol content / ITaHon 11.70 % From 10.60 % to 12.60 %. /

Ot 10,60 % 10 12,60 %.

Remarks: The Product confirms

Ilpumeuanue: [Ipogykt cooTBeTcTBYeT Tpebopanusam HJT

to ND/

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Jara: 22.12.2023

Jata: 22.12.2023

Jara: 22.12.2023

Prepared by / Checked by / Approved by: Manager/Executive / A
IToarororneno: Ramakant | ITposepeno: Pardeep Kumar | Onobpeno: Menenxep / PyKOBo,nHTenb__'\\PLzz/L;(.

M@/ = Manoj Kumar '
Reprint Date / """ | Reprint Date / Reprint Date /

kegistered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel; +91 40 4900 2909, 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

Vill. Khol, Nalagarh Road, Bacldi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel: +91 28166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTU®HUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon® (ketoponak) pacTBop uisi BHYTPMBEHHOIO M BHYTPUMBILIEYHOTO BBEIeHHs, 30 Mr/mn
Batch No / 1 V230704 Batch Quantity / : 272727 ampules /
Cepus Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001691869 Date of Analysis / : 30.09.2023
AHaJHTHYeCKHIi oTueT Ne JaTta anann3a
Date of Manufacture / : 09/2023 Date of Expiry / : 08/2026
JaTa npou3BoacTea T'ogen mo
Analysis performed according ND / Ananns nposegen mo 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. /

Ilo 1 w™Mn B aMmOylsl U3
CBETO3AILITHOTO CTeKIa
kopuaHeBoro kmacca I (USP). B
BEpXHEH YacTH aMmyJbl HaHECEHBI
KOJBLIO U TOYKa IJs pasfioma. Ha
aMILyJ1y HaKJICHBAIOT dTUKETKY.

ITo 10 amMmyn ¢ HHCTpyKLHEH ©O
NPUMEHEHHIO HOMeEINAIoT
B [IBX/anmoMuHueBslil Gnuctep.

ITo 1 6aucTepy 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. /

Illo 1 w™Ma B aMmMOoylnsl u3
CBETO3AIIUTHOTO CTeKJIa KOpPHUYHEBOTO
WM TEMHO-KOPUYHEBOTO  IIBeTa
wracca I (USP). B BepxHeii wactm
aMITyjibl HaHEeCeHBl KOJBLO W TOYKa
Juis1 pasnoMa. Ha aMIysly HakJienBaroT
ITHKETKY.

ITo 10 ammyn ¢ UHCTpyKLMEH Mo
MIPUMEHEHHIO NOMEIIAIOT
B [IBX/anmoMuHmeEBBII ONHCTED.

ITo 1 6aucTepy B MauKy KapTOHHYIO;
Iis  cTalMoHapoB: mo 2, 3, 5
6a1CTEpOB B MayKy KapTOHHYIO.

ITo 1 6nucTepy B mauky KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootserctBuu ¢ HJI.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3amminensom
OT CBETa MecTe MpH TeMrepaType He Beille 25 °C. He 3amopakuBars.

16 Shelf-life / Cpox ropHocTH

3 years. / 3 roxa.

Remarks: The Product confirms to ND/
IIpumeuanue: Ilponykr cootBercTByeT TpeboBanusam HJ|

Conclusion: APPROVED /
3axiaroyenne: OJOBPEHO

Prepared by /
IToarorosneHo: Ramakaﬁ}

Py

Checked by /
+HPOB€pBPIDI Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoaurens ( wf
Manoj Kumar

Reprint Date /
Jara: 22.12.2023

Reprint Date /
Jara: 22.12.2023

Reprint Date /
Jara: 22.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, [ndia
Tol: +91 40 4900 2800, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCOD4507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Disit. Solan, H.P.,, 173 205, INDIA
Tel : +91 93166 56001-02

CERTIFICATE OF ANALYSIS ... reciye.com

CEPTUPHUKAT AHAJIU3A

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

IIpoaykr: Ketopon® (keToponak) pacTeop misi BHYTPMBEHHOTO M BHYTPHMBILICYHOTO BBeACHH, 30 Mr/mn
Batch No / : V230704 Batch Quantity / : 272727 ampules /
Cepust Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001691869 Date of Analysis / : 30.09.2023
AxnaauTHyecKHH oTueT Ne Jarta aHanuza
Date of Manufacture / : 09/2023 Date of Expiry / : 08/2026
Jarta npounsBoacTBa Togen qo
Analysis performed according ND / Anannz npoBeaen no HJ: JIT1-001365-170222

Page S5of 5/Crp.5u35

API name / Haumenosauue A®C:

Ketorolac tromethamine / KeToponaka TpoMeTaMHH

Homep cepun cy6ecTannuu npouspoautess I'JI@:

INN / MHH: Ketorolac / Ketoponak
AP_I manufacturer batch number / ABPH010196
Howmep cepun npoussoaurtens ADC:

FP Manufacturer API Batch number / FEQAO00134

API Manufactured by & country /
IIpomzsoanteanr A®C, cTpaHa:

Dr. Reddy's Laboratories Ltd., India /
J-p Pepau'c JlabGoparopuc JIta., Huaus

Remarks: The Product confirms to ND/
ITpumeuanue: IIpoaykT coorBeTcTBYeT Tpeboranusm HJJ

Conclusion: APPROVED /
3akarouenue: OJOBPEHO

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

ITonroroeneno: Ramakant !HposepeHo: Pardeep Kumar | Onobpeno: Menemxep / Pyxomnmena@,ﬁ
%ﬁh‘“/‘{'/ cﬁ—( Manoj Kumar

Reprint Date / ' Reprint Date / Reprint Date /

Jara: 22.12.2023 Jara: 22.12.2023 Hara: 22.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tet: 491 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




