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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A www.drreddys.com

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

HpoxykT: Keropon® (keToponak) pacTBop U1 BHYTPUECHHOTO M BHYTPHMBILICUHOIO BRCACHHNA, 30 mMr/wmn
Batch No / : V230137 Batch Quantity / : 272727ampules /
| Cepna Ne Q6nem cepiil 272727 amnya
Analytical Report No / : 890001647988 Date of Analysis / + 27.02.2023
AnanuTHueckuii oTyer No Jlara anaaH3a
Date of Manufacture / : Feb.2023 Date of Expiry / : Jan.2026

4Ta NPON3BROJICTEA T'open jio.
Analysis performed according ND / Ananus nposexen no HJI; JIIT-001365-170222

Pagel of4/Crp. 1u3 4

]
1;,3 Test / HoxazaTenb Results / Pe3yanTaThbl Specification / Hopma
1 Description / Onucanue Clear light yellow solution. / | Clearcolorlessto pale yellow solution.
[Tpo3paunbiii cpetno-xenteiit | / [lpospauneiit 6GeclBETHBIA Ky
pacTBop. CBETIO-XEJTbI pacTBop.

2 Identification /
[MoanuHHOCTHL

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
YAEPXKMBaHKA OCHOBHBIX MHMKOB HA
XpOMaTOrpaMme WCIIBITYEMOrO
pacTBOpa COOTBETCTBYIOT BPEMEHAM
yAEDKUBAHUS OCHOBHBIX IMKOB Ha
XpOMaTorpaMmme CTaHOaPTHOTO
pacTBOpa KeTopoJiaka TpOMeTaMHHa
1% HanpoKceHa (pazmen
«KomwiecToeHHOE ONPLISTAHIAPN)

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
YIEpPXHUBAHUS OCHOBHEIX IHKOB Ha
KpoMaTorpamMme HCIBITYEMOTO
pacTBOopa JOMKHBl COOTBETCTBOBATh
BpeMEHaM YHCPXKHBAHHUSL OCHOBHBLIX
HUKOB Ha XpoMmarorpamme
CTaHmapTHOTO PacTBOpa KeTopoliaka
TpOMETAMHHA H Hampokcena (pasjen
«K NITHURCTRAHHNE OTNENETEHHEN)

3 Clarity / IIpo3pauHocTh

Complies / CooTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueH1Ms
Tpenapara He JO/DKHA IPEBLIATh
ONaNecEHIHMIO 3TAIOHA CPaBHEHUS [,

4 Color / I1geTHOCTL 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npH MUTHHE BOJIHBI
430 um.

5 pH 7.46 From 6.9t07.9./016,9 1o 7,9.

Remarks: 1 he Product confirms to NI/
[pumesanue: [Ipoaykr cooreercreyer Tpebosanuam HJL

Cunclusivn: APPROVED /
3akmovenne: QJJOBPEHO

Prepared by /
[ToaAroTOBJICHO: Nares&Kumar

—

Checked by /
Mposepeso: Himesh Kumar

Approved by: Manager/Exceutive /
OpnoGpeno: Menemiep)/ Pykospanrens
= Abhishek Chauhan /}

Reprint Date /
Jlata: 27.02.2023

Reprint Date /
JTata: 27.02.2023

Reprint Date /
Jlara : 27.02.2023

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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Product :/

Ketorol (Xetorolac) solution for intravenous and intramuscular injections, 30 mg/ml

AHaJHTHYeCKHH oTyeT Ne

JlaTa anajau3a

ITpoaykT: Keropon™ (ketoponak) pacTsop 1a BHYTPUBEHHORO M BHYTPHMBILICHHOTO seeaeHns, 30 Mr/mg
Batch No/ : V230137 Batch Quantity / : 272727ampules /
Cepust Ne ObbeM cepin 272727 aMnya
Analytical Report No / :+ 890001647988 Date of Analysis / : 27.02.2023

Date of Manufacture /
JlaTa npOM3BOACTEA

: Feb.2023

Tojen no

Date of Expiry /

: Jan.2026

|Analysis performed according ND / Ananus nposejien no HI;: JIT1-001365-170222

Page2 of 4/ C1p. 2 m3 4

6 Particulate matter / MexaldyeckHe BKAKYEHUA

6A Visible particles /

BuguMble 4acTHIbI

Complies / CooTBeTCTBYET

Should correspond to requirements. /
B cooTBETCTBMH C TPEOOBAHUAMH.

6B Invisible particles /
Hesuanmbie YaCTHLBT:

poBaHHasA NPUMECH

1. Particles > 10 pm / 02 not more than 6000 per ampoule /
YacTull pa3sMepom > He 6onee 6000 Ha amnyny;
10 MxM
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
4acTHUL[ Pa3MEpPOM > ne 6osiee 600 Ha aMmTyay.
25 MKM
7 Related substances/ PoacTBeHHbIC PHMeCH
Impurity A / Ilpumecs A 0.15% not more than 0.20% / He 6onee
0,20 %;
Impurity B / I[Ipamecs B Not detected / He obHapyxeHa not more than 0.50 % / He 6Golee
0,50 %;
Ilmpurity C/ Llpumecs L Less than LUY (LUY = U.U3 3y uol wure than 0.50%¢ /7 1o Goneo
Huxe npenena komwuectsensoro | 0,50 %;
onpenenenus (IIKO = 0.033 %)
Impurity D / Ilpumecs D Below Limit of Detection (LOD = gozt0 1;/1ore than 0.20% / He Gonee
0.014 %) / Hwxe npenena o Py
o6uapyxenus (I10 = 0.014 %)
Any unspecified impurity / 0.06% Not more than 0.20 % / He Goree
Enuuu4Hast HeHIeHTHQULIH- ] 0,20 %.

Remarks: The Product confirms to ND/

Conclusion: APPROVED /
3axaiogenne: OJJOBPEHO

Prepared by /
TloAroToBNEHO: Naij Kumar
=

Checked by /
IMposepeno: Himesh Kumar

Approved by: Manager/Executive /

Quo6peHo: Meu'emxz / P}’K?Oﬂlﬂ“ﬁ‘nb

Abhishek Chauhan

Reprint Date /
Jata: 27.02.2023

Reprint Date /
Hara: 27.02.2023

Reprint Date /
Jlara : 27.02.2023
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Dr. Reddy's Laboratories Ltd.
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e q.. Formulation Unit-6
Dr. Reddy S o Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF AN ALYSIS Tel : +91 98166 56001-02

CEPTHO®UKAT AHAJIH3A www.drreddys.com

Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykT: Keropon™ (keToponak) pacTeop UlA BHYTPHEEHHOIO H BHYTPUMBILUCHHOIO BBCACHH, 30 Mr/ma
Batch No / : V230137 Batch Quantity / : 272727ampules /
Cepus N Obnem cepun 272727 amnyn
Analytical Report No / : 890001647988 Date of Analysis / : 27.02.2023
AnanurTHyecknii oruer Ne JlaTa aHaIM3a

Date of Manufacture / : Feb.2023 Date of Expiry / : Jan.2026

JlaTa npoH3BOACTRA Togen 10

|Analysis performed according ND / Ananus nposeaen mo HJT: JIT-001365-170222

Page3 of 4/ Crp. 3 u3 4

Total impurities / CymMmma 0.21% Not more than 1.50 % / He Gonee
npuMeceit 1,50 %.

8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /
H3BJiexkaeMblit 00bem He meHee HoMHHaTbHOTO (1,0 M)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
bakrepuanbnbie <=0.725 E3/Mr tromethamine. / He 6onee 5,8 ED/mr
3HAOTOKCHHBI KETOpOJlaka TPOMETaMUHa.

10 Sterility (every 15th batch) / Must be sterile. / JlomkeH ObITh
CrepHIBHOCTS (INS KAXKA0#M NA CTEPHWILHBIM.
15-0¥i cepun)

11 Assay / Konu4ecrBeHnoe 29.22mg/29.22 Mr From 270mg to 33.0mg of

onpeaeneHne C1sH13NO3- C4H 1 NO; (ketorolac
tromethamine) per 1 mL. / OT 27,0 Mr
mo  33,0mr C;sH;aNOs C:H; NOs
(xeToponaka TPOMETaMUH) B 1 MJL.
12 Alcohol content / ITanon From 10.60 % to 12.60 %. /
11.56 % Ot 10,60 % 1o 12,60 %.

Remarks: The Product confirms to ND/ Conclusion: APPROVED /

Ipnveuarye: [IpoaykTt coorsetcTByeT TpedonaniiM HI 3akmovenne: OJJOBPEHO

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

IMonroroenexo: Naresh Kumar [Tposepeno: Himesh Kumar Opnobpeno: Menepiep/ Pykosogurens

A -~ ] _— | Abhishek Chauhan
/ i 5 —
Reprint Date / Reprint Date / Reprint Date /
Jara:; 27.02,.2023 Jara: 27.02.2023 HaTa : 27.02.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 40 4900 2999, Email: mail@drreddys.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
Tel : +91 98166 56001-02

CERTIFICATE OF ANAL'YSIS
CEPTHOUKAT AHAJH3ZA www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Tponykr: Keropon™ (keToponak) pacTsop Ana BHYTPHBCHHOIO M BHYTPHMEILICYHOIO BEC/ICHIY, 30 mr/mn
Batch No / : V230137 Batch Quantity / : 272727ampules /
Cepnas Ne O6nem cepiti 272727 ammysn
Analytical Report No / : 890001647988 Date of Analysis / 1 27.02.2023
ApagnTuyeckuii oryer Ne Hara anannza

Date of Manufacture / - : Feb.2023 Date of Expiry / -+ Jan.2026
Iara ppou3BOACTEA Toxes o

Analysis performed according ND / Ananus mposeaen no HJL: JITT-001365-170222

Page 4 of 4/ Crp. 4 u3 4

13

Packaging / Ynakoska

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 wmMn B aMioynsi 3
CBETO3aIHTHOTO cTexa
xopryHesoro kmacca I (USP). B
BEpXHell 4acTH aMMyJbl HaHEeCeHbl
KONBIIO M TOYKa ans pa3noMa. Ha
amImyity HaKJIeHBarOT 3THKETKY.

Mo 10 ammyn ¢ HMHCTpyKLMEN MO
IPUMEHEHNIO NOMeLAoT
s [IBX/anromMuHuesblii 61ucTep.

Io 1 6aucTepy 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. /

Ilo 1 wMn B  aMIiyJsbl u3
CBETO3aUIMTHOIO CTEKIa KOPHYHEBOTO
ANY  TEeMHO-KOPMYHEBOro  [BETa
wnacca I (USP). B BepxHed 4actu
AMITYNIbl HAHECEHBl KOJBUO U TOYKa
Ans pasnoma. Ha aMnyny HakJIeUBatoT

ITHKETKY.
Mo 10 aMmyn ¢ HMHCTpYKLMEH II0
MPUMEHEHHIO NIOMELIAIOT

B [IBX/anomMuHueBsld GKCTED.

ITo 1 6arcTepy B MAYKY KaPTOHHYIO;
WA cTauuoHapoB: mo 2, 3, 5
GNUCTEPOB B Ma4KY KapTOHHYIO.

14

Labelling / MapxnpoBKa

According to ND / B cooTteercTiH ¢ HJI.

15

Storage conditions /
Xpanenne

In a place protected from light below 25 °C. Do not freeze. / B 3aumiieHHoM
OT CBETA MECTE TPH TemiiepaType He Bhile 25 °C. He 3aMOpaxnBars.

16

Shelf-life / Cpok rogaHoCTH

3 years. / 3 roza.

Remarks: The Product confirms to ND/
Ipumeuanue: I1poaykT coorsercrayer Tpebosariam HJL

Conclusion: APPROVED /
Zaxnouenne: QJJOBPEHO

Prepared by /
TloaroroBneHo: NareziKumar

—

Checked by /
TMposepeno: Himesh Kumar

Approved by: Manager/Executive /
Opo6peno: Menemiey / Pykopoaureiis
Abhishek Chauhan /

Reprint Date /
JHara: 27.02.2023

Reprint Date /
Jara: 27.02.2023

Reprint Date /
Jlara : 27.02.2023
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