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Dr. Reddy's Labcratories Ltd,

Formulation Unit-6

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

CERTIFICATE OF ANALYSIS W\Nwldrreddys,com
CEPTH®HUKAT AHAJTM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Keropon® (keToponak) pacTBop /Ul BHYTPHBEHHOrO M BHYTPHMBILIEYHOT0 BBeCHHUA, 30 mr/mn
Batch No / : V240166 Batch Quantity / : 272727 ampules /
Cepus Ne Q6bem cepin 272727 amiiyil
Analytical Report No / : 040002464493 Date of Analysis / : 27.03.2024
AHaTHTHYECKHH oTyeT Ne Jara anain3a

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2027
JlaTa npon3BOACTBA T'open oo

Analysis performed according ND / Anaym3 nposenen mo HJI: JI[1-001365-170222

Page1 of 5/Crp. 1 m3 5

[Tpo3pauHslii 6ecUBETHBIN PacTBOP

1}? Test / [lokasaTenn Results / PesyabTaThl Specification / Hopma
1 Description / Onucanue Clear  colorless  solution. / | Clear colorless to pale yellow solution.

/ Tlpospaunblif OECLBETHBIH HIIH
CBETIIO-KEJITHII pacTBop.

2 Identification /
IMoaNMHHHOCTSL

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
yIepKUBaHUA OCHOBHBIX IMKOB Ha
XpOMaTorpamMmme HCIBITYEMOTO
pacTBOpa COOTRETCTBYIOT BPEMEHAM
yIepXKUBaHUA OCHOBHBIX IIMKOB Ha
XpoMaTorpamme CTaHAapTHOTO
pacTBOpa KeTopoJlaka TpPOMETAMHHA
" HanpoKceHa (pazzmen
«KonuuecTBeHHOE ONPEeTICHUE)

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
yIOepXKUBaHUS OCHOBHBIX IIMKOB Ha
XpoMaTorpamMmme UCITBITYEMOTO
pacTBopa IOJDKHBI COOTBETCTBOBATH
BpEMEHaM YINEPXKUBAHUS OCHOBHBIX
MTUKOB Ha XpoMaTorpamMmme
CTQHEAPTHOTO PacTBOpa KeTopoJiaka
TpPOMETaMHHa U HalpokceHa (pasmen
«KonuuecTBEeHHOE ONpPEIEISHUE)

3 Clarity / IIpo3payHocTh

Complies / COOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHuus
UpOLAPATA 118 OO NPSDLILLLIL
OIAJIECLIEHIIMIO 3TAJIOHA cpaBHEHHUA [.

4 Color / IIlBeTHOCTb 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu [IMHE BOJHBI
430 HM.

5 pH 7.37 From 6.9 to 7.9. / Ot 6,9 1o 7,9.

Remarks: The Product confirms to ND/
ITpumeuanue: IIpogyKT COOTBETCTBYET TpeboBanusM HJI

Conclusion: APPROVED /
Zakawuenne: OXOBPEHO

Jara: 27.03.2024

Jara: 27.03.2024

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: Santosh Kumar [Mposepeno: Pardeep Kumar Ono6peno: Menemxep / Pykosoautens
Maurya A Pavan Kumar Sharma -

- - =
Reprint Date / Reprint Date / Reprint Date / .

Hara: 27.03.2024

Registered Office: 8-2-237, Road No. 2, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 10 4900 2900, Fax: +91 40 4900 2999, Eraail: mail@drreddys.com

CIN: L25195AP1934PLCO04507
www.drreddys.com
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Dr. Reddy's Labcrateries Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +61 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUOPUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Ketopon® (keToponak) pacTBop [Uisi BHYTPHBEHHOIO H BHYTPMMbILIEYHOrO BBEICHHH, 30 mr/mn
Batch No / : V240166 Batch Quantity / : 272727 ampules /
Cepnsa Ne O6bem cepau 272727 amnyn
Analytical Report No / : 040002464493 Date of Analysis / : 27.03.2024
AHaTHTHYeCKHH oTdeT Ne JaTa aHanu3a
Date of Manufacture / : 03/2024 Date of Expiry / : 02/2027
JlaTa npoH3BOACTBA I'open no
Analysis performed according ND / Ananus nposegen nmo HJI: JII1-001365-170222
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6 Particulate matter / MexaHn4eckue BKJIIOYEHHSA
6A Visible particles / Complies / CooTBETCTBYET Should correspond to requirements. /
BuauMble 4acTHLB] B coO0TBETCTBUY C TPeOOBAHUSIMHL.
6B Invisible particles /
HeBuauMbie YacTUIIBL:
i. Particles> 10 pm/ 27 not more than 6000 per ampoule /
YacTull pasMepoM > He 6omee 6000 Ha amITyny;
10 Mxm
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
4acTHL pa3MepoM > He 6onee 600 Ha amnymy.
25 MKM
7 Related substances / PoncTeennbie IpUMecH
Impurity A / Ilpumecs A 0.15% not more than 0.20% / He Gomee
0,20 %;
Impurity B / [Ipumecs B Below LOD (LOD = 0.014 %) / not more than 0.50% / ne 6Gonee
Hwxe nipeaena o6napyxenus (11O 0,50 %;
=0.014 %)
Impurity C / IIpumecs C not more than 0.50% / He Gonee
Below LOQ (LOQ = 0.033%) / 0,50 %;
Hipke npeaena KoJIM4eCTBEHHOTO
Impurity D / Tlpumecs D onpenenenus (IKO = 0.033 %) not more than 0.20 % / He Gonee
0,
Below LOD (LOD =0.014 %)/ | %20 %
Hwxe npenena obHapyxenus (110
=0.014 %)
Any unspecified impurity / Not more than 0.20 % / He 6onee
EnuHu4Has HeMIEeHTUGHLIU- 0.05% 0,20 %.
pOBaHHas MPUMECh

Remarks: The Product confirms to ND/
ITpumeuanue: [Ipoaykr cooTBeTcTBYET TpeboBanusam HJI

Conclusion: APPROVED /
3axawuenne: OTOBPEHO

Prepared by /
IMoarotosneHo: Santosh Kumar
Maurya #

—rm—

-~

Checked by /
IpoeepeHo: Pardeep Kumar

.

Approved by: Manager/Executive /
Ono6peno: Menemxkep / ?KOBOHH’FB}IE

Pavan Kumar Shanna'/':?"‘

Reprint Date /
Jlara: 27.03.2024

Reprint Date /
Jara: 27.03.2024

Reprint Date /
Hata: 27.03.2024

Registered Office: 8-2-237, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, India
Tel: +91 40 4800 2900, Fax: +91 40 4900 2999, Email: mail@drreddys,com

CIN: L85195AP1984PLLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dv. Reddy's Laboratories Lid
Formulation Unit-6

Vill. Khol, Matagarh Road, Bacicij,
Disit. Solan, H.P, 173 205, IND1A
Tei 91 95166 56001-02
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CEPTUOUKAT AHAJIM3A

Product : /

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

IIpogykr: Kertopon® (keToponak) pacTBop Uisi BHYTPHBEHHOTO H BHYTPHMbILEUHOO BBeJCHHS, 30 Mr/Mn
Batch No / : V240166 Batch Quantity / : 272727 ampules /
Cepus Ne Oonem cepHu 272727 amnyn
Analytical Report No / : 040002464493 Date of Analysis / : 27.03.2024
AnaauTHyeckuii oryer Ne JlaTa anaam3za

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2027
JaTa npoH3BOACTBA T'oaen no

Analysis performed according ND / Ananu3 nposenen no HJI: JI[1-001365-170222

Page3 of 5/Crp.3u3 5

Total impurities / Cymma 0.20% Not more than 1.50 % / He 6omee
npuMecei 1,50 %.

8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /
H3enexkaeMblii 06bem He menee HomuHanbHoro (1,0 mi)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
bakTepnanbHble <=0.725 ED/mr tromethamine. / He 6onee 5,8 E3/mr
IHAOTOKCHHBDI KeTopo/iaka TPOMEeTaMHUHa.

10 Sterility (every 15th batch) / NA Must be sterile. / JlomxeH OBITH
CTepHJILHOCTL (M KaXIA0H CTEPWILHBIM.
15-o0ii cepuu)

11 Assay / KonuuecTBeHHOe 30.19 mg/ 30.19 mr From 270mg to 33.0mg of

onpexejieHue Ci1sH3NO3- C4H 1 NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
oo 33,0 Mr C15H13N03‘C4H11NO3
(keTopoJjiaka TpOMETaMHH) B 1 M.
12 Alcohol content / ITaHou 11.81 % From 10.60 % to 12.60 %. /
Ot 10,60 % 1o 12,60 %.

Remarks: The Product confirms to ND/
ITpumeuanue: IIpoayKT cooTBeTCTBYET TpeOoranusM HJ|

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
[Moaroroeneno: Santosh Kumar

Maurya %

—

Checked by /
IIporepeno: Pardeep Kumar

ol

Approved by: Manager/Executive /

OnobpeHo: MeHemkep / RyKOBOAHTEIb
Pavan Kumar Sharma

=

Reprint Date /
Hara: 27.03.2024

Reprint Date /

Jarta: 27.03.2024

=

Reprint Date /
Hara: 27.03.2024

Ruegistered Office: §-2-337, Road Ne. 2, Banjara Hills, Hyderabad - 500024, Telengana, india
fel: +91 40 4200 2904, Fax: 1500 2589, Email: maii@drreddys.com
CI: SAPTURAPLIO04507

wwendiraddys,coim
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +61 93166 56001-02
www.drreddys.com

CEPTUDOUKAT AHAJIM3IA
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IpoaykT: Keropon® (keToposnak) pacTeop [Jisi BHYTPHBEHHOTO ¥ BHYTPHMBILIEYHOTO BBEeCHHS, 30 Mr/mu
Batch No / : V240166 Batch Quantity / : 272727 ampules /
Cepust Ne Q0beM cepHu 272727 amnyn
Analytical Report No / : 040002464493 Date of Analysis / : 27.03.2024
AHajHTHYeCKHH oTyeT No Jara anaausza
Date of Manufacture / : 03/2024 Date of Expiry / : 02/2027
JaTa npou3BoJCTBA T'ogen o
Analysis performed according ND / Anann3 nposeaen no HJI: JII1-001365-170222

Paged4 of 5/ Crp. 4u3 5

13 Packaging / YnakoBka 1 mL in class I light-shielding amber | 1 mL in class I light-shielding amber
glass ampoules (USP). A cut ring | or dark amber glass ampoules (USP).
and point in the upper part of | A cutring and point in the upper part
ampoule. A label is attached to | of ampoule. A label is attached to
ampoule. ampoule.

10 ampoules and a patient | 10 ampoulesand a patient information
information leaflet in a | leaflet in a PVC/aluminum blister.
PVC/aluminum blister. 1 blisters in a carton pack;
1 blisters in a carton pack. / For in-patient facilities: 2, 3, 5 blisters
[lo 1 wMa B awmmynsl u3 | ina carton pack./
CBETO3aILUTHOIO crekna | ITo 1  M;nm B aMmysisl U3
xopuuneBoro kmacca I (USP). B | cBeTO3AalIMTHOrO CTEK/IA KOPHYHEBOIO
BepXHEN 4acTH aMIlylibl HaHeCeHbl | WIH  TEMHO-KOPUYHEBOro  IIBeTa
KOJBLIO M Todka s pasioma. Ha | kmacca I (USP). B Bepxued wactu
aMITyJ1y HaKJIEUBAIOT ITUKETKY. aMIyJjisl HaHeceHbl KOJBLO M TOYKa
IMo 10 amnyn ¢ wWHCTpyKUMe# mo | 4 pasnoma. Ha amiyiy HakJieuBaroT
HNPHMEHEHHUIO TOMEIIAIT | ITHKETKY.
B IIBX/antoMuHueBsI il 61ucTED. IIo 10 amMmyn ¢ UHCTpYKUUeH I10
ITo 1 GnucTepy B NaUKy KAPTOHHYIO. | NPUMEHEHHIO TIOMEILAI0T
B [IBX/anroMHHHUEBBIH OIHCTED.
ITo 1 6nucTepy B NayKy KapTOHHYIO;
UI1  cTalMoHapoB: 1o 2, 3, 5
OGIMCTEPOB B MAYKy KapTOHHYIO.
ITo 1 6nucTepy B NAYKY KAPTOHHYIO,
14 Labelling / MapkupoBka According to ND / B cootsercteuu ¢ H/I.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3amuinesHaoM
XpaHenue OT CBETa MeCTe MpH TeMmepatype He Bbimie 25 °C. He 3aMopaXuBaTh.

16 Shelf-life / Cpok rognocTH 3 years. / 3 roga.

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
ITpumeuanue: IIpogyKT COOTBETCTBYET TpeboBanuaM HJJ Zakmwouenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToxroroBnieHo: Santos.h%Kumar IIpoeepeHo: Pardeep Kumar Onobpeno: Menemxep / Pykosoaureins
Maurya Pavan Kumar Sharma £/

Reprint Date / Reprint Date / Reprint Date /

Hara: 27.03.2024 Jara: 27.03.2024 Hara: 27.03.2024

Registered Office: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: #9140 4900 2900, Fax; +91 40 4900 2699, Email: mail@drreddys.com

CIN: L85195AP1884PLCO04507
wwiw. drreddys.com
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@
Dr. Reddy,s ‘.... Vill. ¥hol, Nalagarh Road, Baddj,

Dist. Solan, H.P, 173 205, INDJA
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CERTIFICATE OF ANALYSIS v drieddys.com

CEPTUOPHUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykrT: Keropon"™ (keroposnak) pacTBop /Ui BHYTPHBEHHOTO M BHYTPUMBILIEYHOTO BBEAEHMS, 30 Mr/mi
Batch No / : V240166 Batch Quantity / : 272727 ampules /
Cepus No Oonem cepun 272727 amnyn
Analytical Report No / : 040002464493 Date of Analysis / : 27.03.2024
AHanuTHYeckuii oTueT No Jdarta ananuza
Date of Manufacture / : 03/2024 Date of Expiry / : 02/2027
JaTa npou3BoacTea T'open no
Analysis performed according ND / Anasn3s nposenen no HJI: JIT1-001365-170222

PageSof 5/ Crp.5u3 5

API name / HanmeHnoBanue A®C: Ketorolac tromethamine / KeToponaka TpoMmeTaMuH
INN / MHH: Ketorolac / Keroponak
API manufacturer batch number /
Homep cepuu npoussoauTtens ADC: ABQH006832
FP Manufacturer API Batch number /
Howmep cepnu cyberanuuu nponspoaurens [JIP: FEQA00569
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
Iponseoaurens A®C, crpana: J-p Pengu'c Jlaboparopuc JIta., Uuaus
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
[pumeuanwe: [IpoaykT cooTBeTcTBYET TpeboBanusm HJJ 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Santosh Kumar ITposepeno: Pardeep Kumar OnobpeHo: Menemxkep / Rykosoaurens
Maurya % ci/; Pavan Kumar Sharma -
Reprint Date / Reprint Date / Reprint Date /
Hara: 27.03.2024 Hata: 27.03.2024 Hata: 27.03.2024

Registered Gifice: 5-2-327, Road #e, 2, Banjara Hills, Hydarabad - 500024, Telangana, India

TRl 3180 4800 2900, Fax, +91 40 4300 2989, Ernail: mail@drraddys.com
Cin: LRRI85AP L9842 LED045 07

WL drraddys.com




