Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel: +91 98166 556001-02
www.drreddys.com

CEPTUO®UKAT AHAJIU3A
Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon® (ketoposak) pacTBop 1/id BHYTPHBEHHOT'O M BHYTPUMBILIEUHOrO BBeAeHH s, 30 Mr/mi
Batch No / : V240238 Batch Quantity / : 272727 ampules /
Cepasa No O6bem cepun 272727 amnyn
Analytical Report No / : 890001731545 Date of Analysis / : 23.04.2024
AHaJiuTHYecKHii 0T4eT Ne Jarta aHajauza ,
Date of Manufacture / : 04/2024 Date of Expiry / : 0372027
Jdata npou3BoiacTBa I'onen no
Analysis performed according ND / Arann3 nposeaen no HJI: JII1-001365-170222

Page 1 of S/ Crp. 1u3 5

1;.00 Test / IlokasaTens Results / Pe3yabTaThl Specification / Hopma
1 Description / Onucanue Clear  colorless  solution. / | Clear colorless to pale yellow solution.
I[Tpo3pauHklit 6ecLBETHBIH pacTBOp. /  Tlpo3pauyHblii OeCLBETHBIN WIH
CBETJIO-XKEIThIH PAaCTBOP.
2 Identification / The retention times of the main | The retention times of the main peaks
INoanuuHOCTB peaks in the chromatogram of test | in the chromatogram of test solution
solution correspond to those in the | should correspond to those in the
chromatogram of standard solution | chromatogram of standard solution of
of ketorolac tromethamine and | ketorolac tromethamine and naproxen
naproxen (Assay section) / Bpemena | (Assay  section) / Bpemena
YOEP)XHABAHHUS OCHOBHBIX IIHKOB Ha | YNEpPXKHBAHHS OCHOBHBIX ITHKOB Ha
XpoMaTorpamMmme HCIIBITYEMOTO | XpOMAaTOrpamme HCIBITYEMOTO
PacTBOpa COOTBETCTBYIOT BpEeMEHaM | pacTBopa AOJDKHBI COOTBETCTBOBATh
YIAEpXKHUBaHUA OCHOBHBIX IIHKOB Ha | BPEMEHAM YIAEPXUBAHUS OCHOBHBIX
XpoMarorpamme CTAQHIapTHOrO | ITHKOB Ha XpoMaTorpamMmMe
pacTBOpa KeTOpojiaka TPOMETaMHHA | CTaHAAPTHOTO PAacTBOpa KeTopolaka
1% HanpoKceHa (pazmen | TpoMeTamHHa U HampoKceHa (pasznen
«KoJIM4eCTBEHHOE OTIpeIeIeHUe) «Konu4ecTBEHHOE ONPECICHHUE)

3 Clarity / Ilpo3pauHocTh Complies / CooTBeTCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuus
npenapata He IOJDKHA NPEBbIIIATh
OTaIeCUESHIHIO 3TalOHA cpaBHeHuUs L.

4 Color / IlBeTHOCTH 0.05 Not more than 0.20 at 430 nm. /

He 6onee 0,20 npu JUIHHE BOJIHBI
430 HM.
5 pH 7.38 From6.9t07.9./016,9 no 7,9.
6 Particulate matter / MexaHuuecKue BKIKYEHUS
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tpumeuanue: IpoaykT cooTBeTcTBYET TpebOBaHMsIM HJ| 3akmouenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[NoarororngHe: Ranjeet [MpoBepeno: Santosh Kumar | OnoSpeno: Menemxep / Pykospantens
(5 Maurya 7 Abhishek Chauhan /| T
Reprint Date / Reprint Date / Reprint Date /
Hata: 23.04.2024 JlaTta: 23.04.2024 Jara: 23.04.2024

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: maii@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories (td.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOUKAT AHAJIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Iporykr: Ketopon® (keToposiak) pacTBop /it BHYTPHBEHHOIO W BHYTPUMBILIEYHOTO BBEAeHHS, 30 mMr/mi
Batch No / 1 V240238 Batch Quantity / : 272727 ampules /
Cepss Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001731545 Date of Analysis / 1 23.04.2024
AHaJTHYecKHi oT4eT No Jara apannza
Date of Manufacture / : 04/2024 Date of Expiry / : 03/2027
JlaTa npousBoacTBA I'oxen no
Analysis performed according ND / Anann3 nposenen mo HJI: JII1-001365-170222
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pOBaHHasA NpUMECh

1}? Test / ITokazaTenn Results / PesynsTaTsi Specification / Hopma
6A Visible particles / Complies / CooTBETCTBYET Should correspond to requirements. /
Buaumele 4acTULBI B co0TBETCTBUY C TPeOOBAHHUSIMU.
6B Invisible particles /
HeBuaumble yacTHLIBI:
i. Particles> 10 pm/ 28 not more than 6000 per ampoule /
Yactui pazmepom > He Honee 6000 Ha ammyuy;
10 Mmxm
ii. particles > 25 pm / 00 not more than 600 per ampoule /
YacTHI] Pa3MEPOM > He Gosree 600 Ha ammydy.
25 MKM
7 Related substances / PoacTBeHHble mpuMecH
Impurity A / Ilpumecs A 0.15% not more than 0.20% / He Gonee
0,20 %;
Impurity B / Ilpumecs B Below LOD (LOD =0.014 %) / not more than 0.50% / He 6onee
Hxe npenena obuapysxenus (I10 0,50 %;
=0.014%)
Impurity C / Ilpumecs C Below LOQ (LOQ = 0.033%) / not more than 0.50% / ne 6onee
Hwxe npenena KOJIM4ECTBEHHOIO 0,50 %;
onpenenenus (ITKO = 0.033%)
Impurity D / ITpumecs D Below LOD (LOD = 0.014 %) / not more than 0.20% / He Oonee
Hmxe npenena o6Hapyxenus (110 0,20 %.
=0.014%)
Any unspecified impurity / Not more than 0.20 % / He 6onee
EnvAnYHas HeuIeHTUQUIN- 0.06% 0,20 %.
. (1)

Remarks : The Product confirms to ND/
[Tpumeuanmne: [lponykr coorBercTBYyeT Tpeboanusam HJL

Conclusion : APPROVED /
3aknwuyenne: OJJOBPEHO

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

[Monrorosieno: Ranjeet [Mpoeepeno: Santgsh Kumar | Ono6peno; Menemsgep / Pykosoaurens
Maurya .. Abhishek Chauha

Reprint Date / Reprint Date / Reprint Date /

Jata: 23.04.2024 Jara: 23.04.2024 Jara: 23.04.2024

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: maii@drreddys.com

CIN: L85155AP1984PLCN04507
www.drreddys.com
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Dr. Reddy's Laboratories [td.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUDUKAT AHAJIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Kertopon® (keToposiak) pactBop it BHYTPHBEHHOIO H BHYTPUMBILLIEYHOTO BBeieH s, 30 Mr/mn
Batch No/ : V240238 Batch Quantity / : 272727 ampules /
Cepma Ne O6nem cepuu 272727 amnyn
Analytical Report No / : 890001731545 Date of Analysis / ¢ 23.04.2024
AHaJIMTHYeCKHH oTyeT Ne Jara anaiusa
Date of Manufacture / : 04/2024 Date of Expiry / : 03/2027
JaTa npon3BoacTBa I'open no
Analysis performed according ND / Anasns nposeaen no HJI: JII1-001365-170222
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1;.:) Test / IToka3aTe/ib Results / PesyabTaThl Specification / Hopma
Total impurities / Cymma 0.21 % Not more than 1.50 % / He 6onee
npuMecei 1,50 %.

8 Extractable volume / 1.0ml/ 1.0 Mn Not less than label claim (1.0 mL) /
H3Bnekaemblii 00beM He menee HoMuHansHoro (1,0 mi)

9 Bacterial endotoxins / <=0.725 EU/mg/ Not more than 5.8 EU/mg of ketorolac
BakTrepuasbHbie <=0.725 EQ/mr tromethamine. / He 6onee 5,8 EQ/mr
SHIOTOKCUHBI KeTopoJiaka TPOMETaMHUHa.

10 Sterility (every 15th batch) / NA Must be sterile. / JomxeH ObITh
CTepuabLHOCTD (AN KamI0i CTEPWIbHBIM.
15-0it cepun)

1;.00 Test / Iloka3arenn Results / Pe3yabTaTbl Specification / Hopma

11 Assay / KonnyecTBeHHOE 30.14 mg / 30.14 Mr From 27.0mg to 33.0mg of

onpeaejieHHe CisH13sNO3  C4H 1 NO; (ketorolac

tromethamine) per 1 mL. / Ot 27,0 mr
pi(e] 33,0 MTr C15H13NO3'C4H11N03
(xeropoyaka TPOMETaMUH) B 1 M.

12 Alcohol content / ITanon 11.95% From 10.60 % to 12.60 %. /
Ot 10,60 % no 12,60 %.

Remarks : The Product confirms to ND/
ITpumeuanmne: [Ipoaykt cooTreTcTBYET TpeOoBaHusM HJJ

Conclusion : APPROVED /
Zaxawuenue: OJJOBPEHO

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

[TonrorosneHo: Ranjeet IIpoeepeno: Santos-]iﬁmar Onobpeno: Meunemxep / PykoBonutens
(0 Maurya L Abhishek Chauhan /

Reprint Date / Reprint Date / Reprint Date / 1

Jlata: 23.04.2024 Jlara: 23.04.2024 Jara: 23.04.2024

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: maii@drraddys.com

CIN: L85195AP1984PLC004507
www.drreddys.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
Tel: +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHOHUKAT AHAJIN3A

Product: / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon® (keroponak) pactBop i BHYTPUBEHHOTO W BHYTPMMBILLIEYHOTO BBEIEHHUs, 30 Mr/mI1
Batch No / 1 V240238 Batch Quantity / : 272727 ampules /
Cepsin Ne O0nbem cepun 272727 amnyn
Analytical Report No / : 890001731545 Date of Analysis / : 23.04.2024
AnaJluTHYeCKH#T oTueT Ne Jlara anaaunza
Date of Manufacture / : 04/2024 Date of Expiry / : 03/2027
Jarta npousBoacTea T'open po
Analysis performed according ND / Anann3 nposeaen o HJI: JI[1-001365-170222
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No

Test / Iloka3zaTennb
Ne

Results / PesyabTaThbl

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. /

I[lo 1 wMn B avmmoynsl U3
CBETO3aLIUTHOIO cTeKIa
kxopuuHeBoro kmacca I (USP). B
BEpXHell 4acTH aMIlyJbl HaHECEHbI
KOJBLIO M TOYka Ui pa3ioMa. Ha
aMmIyJy HaKJIEUBAIOT STHKETKY.

ITo 10 ammyn c¢ MHCTpyKuUMe# mo
NPUMEHEHHUIO MOMEeIAI0T
B [IBX/amomuHueBbId OnucTep.

ITo 1 6nucTepy 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. /

Ilo 1 wMn B aMoynsl ©3
CBETO3AIUTHOTO CTEKII2 KOPUYHEBOTO
WIM  TeMHO-KODHYHEBOTO  UBETA
kiacca I (USP). B Bepxueit wactu
aMIyJbl HaHECEHBl KOJBLO M TOYKA
U1 pa3nioMa. Ha aMImyty HaKJIEHBAKOT

STHKETKY.
ITo 10 ammyn ¢ HWHCTpyKLMed 110
NPUMEHEHUIO MMOMEIIAIOT

B [IBX/amomunnessIi Gnuctep.

Mo 1 6nuctepy B Nayky KapTOHHYIO;
Ul cTalydoHapoB: no 2, 3, 5
6JKCTEPOB B IAYKY KAPTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cooteTcTBHM ¢ HJI.

15 Storage conditions /
XpaHeHHe

In a place protected from light below 25 °C. Do not freeze. / B 3aumiensom
OT CBETa MecTe NpH TeMInepatype He Boilie 25 °C. He 3aMopaXuBats.

16 Shelf-life / Cpok roaHocTn

3 years. / 3 roga.

Remarks : The Product confirms to ND/
Ilpumeuanue: Iponykt coorBeTcTBYeT TpeboBanusM HJ

Conclusion : APPROVED /
3akiarwuyenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Managkr/Executive /
IToarorosneHo: Ranjeet ITposepeHo: Santosh Kumar | Onobpero: Meremkgp / Pykosoauress
M Abhishek Chauh
@ aurya ‘& ishek Chauhan
Reprint Date / Reprint Date / Reprint Date / S T
Hara: 23.04.2024 MHara: 23.04.2024 Hara: 23.04.2024

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

CIN: L85185AP1984PLC004507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.
R ' q..t Formulation Unit-6
' ’ o Vill. Khol, Nalagarh Road, Baddi,
Dr‘ eddy S g Distt. Solan, H.P,, 173 205, INDIA
Tel : 491 98166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTHOHUKAT AHAJIM3A

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

IIpOoayKT: Keropon® (keToponak) pactsop i BHYTPHBEHHOTO H BHYTPUMBbILIEYHOTrO BBEICHHUS, 30 Mr/mi
Batch No / 1 V240238 Batch Quantity / : 272727 ampules /
Cepain Ne O0nem cepun 272727 amnyn
Analytical Report No / : 890001731545 Date of Analysis / : 23.04.2024
AHAJMTHYeCKHii oTUeT Ne Jara ananmnza

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2027
JlaTa npoussoacrea I'open 1o

Analysis performed according ND / Ananns nposeaen mo HJI: JII1-001365-170222

PageSof S/Crp. 5u3 5

API name / HaumenoBaune AQC: Ketorolac tromethamine / Keroposiaka TpoMeTaMUH
INN / MHH: *  Ketorolac / Ketoposak
API manufacturer batch number /
Homep cepuu npouspoautenss A®C: ABQEHO06832
FP Manufacturer API Batch number /
Homep cepun cydctauuuu nponssoaurens [JID: FEQA00569
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
Ipoussoautens A®C, crpana: J-p Pennu'c Jlaboparopuc JIta., Uuaus
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: [Ipoaykt cooTBeTCTBYET TpeboBaHUAM HJI 3axnwuenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
TMoproroeneno:Ranjeet IIposepeno: Santosh Kumar | Onobpeno: Menemxep/ PykoBoauress

Maurya A Abhishek Chauhan

—

Reprint Date / Reprint Date / Reprint Date / '
Jara: 23.04.2024 Hara: 23.04.2024 Jara: 23.04.2024

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: maii@drraddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




