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Dr. Reddy's Labcratories Ltd,
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
CEPTUOHUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
pogykT: Keropon® (keToponak) pacTsop Ui BHYTPHBEHHOIO M BHYTPHMBIIIEYHOTO BEEACHHS, 30 Mr/mMn
Bateh No / : V240061 Batch Quantity / : 272727 ampules /
Cepus Ne Oo6beM cepHE 272727 amnyi
Analytical Report No / : 890001722128 Date of Analysis / : 29.02.2024
AHaJHTHYECKHH 0TYeT Ne ) JaTa apaiu3za
Date of Manufacture / : 02/2024 Date of Expiry / : 0172027
Jarta npon3BoacTBa Tonen g0
Analysis performed according ND / Anaan3 nposeaen mo HJI: JIII-001365-170222
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ITpo3payHEIii GecIBETHEIN pacTBOP.

1;.:' Test / Ilokazarens Results / Pe3yabTaThl Specification / Hopma
1 Description / Onucanue Clear colorless solution. / | Clear colorless to pale yellow solution.

/ Tlpo3pauHelii OecUBETHBIH MUK
CBET/O-XEJTHIHA pacTBOP.

2 Identification /
IHopauHHOCTH

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
YAEP)KWBAHHUS OCHOBHBEIX IIMKOB Ha
XpOMaTorpamMmmMe HCIILITYEMOTO
pacTBopa COOTBETCTBYFOT BpeMEHaM
yOep)XHBaHHS OCHOBHBIX IHKOB Ha
XpOMarorpamme CTAHAAPTHOIO
pacTBOpa KETOPOJIaKa TPOMETaMUHA
1% HampoOKCeHa (paznen
«KOMYECTBEHHOE OTPENEIICHUEN)

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
YIEpKHBAHHS OCHOBHBIX MUKOB Ha
XpomaTorpaMme HCIBITYEMOTO
pacTBopa HOJDKHEI COOTBETCTBOBATSH
BpEMEHAM YIEpP)KUBAHHS OCHOBHBIX
TIHKOB Ha XpOMaTorpaMme
CTaHAAapPTHOrO pacTBOpa KETOPOJakKa
TpOMETaMHHA M HalpoKceHa (pasmen
«KONn4ecTBEHHOE OMPEETICHHUE)

3 Clarity / IIpospa4HocTh

Complies / CooTBeTcTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecneHuus
npenapara He JO/DKHA MPEBBILIATE
ONaNecIeHIIMIO 3TANOHa cpaBHeHus L.

4 Color / IIBeTHOCTL 0.04 Not more than 0.20 at 430 nm. /
He 6osee 0,20 1mpH JUIHHE BOJIHEI
430 HM.

5 pH 738 From 6.9 to 7.9./ 0T 6,9 mo 7,9.

Remarks: The Product confirms to ND/
[Tpumeuanue: [Tpoaykt cooTBeTCTBYET TpeboranusM HJT

Conclusion: APPROVED /
3axmodeane: OJOBPEHO

Prepared by /
IToarorosneHo: Santosh

Kumar Maurya (%7
s

Checked by /
[Tposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Opnobpeno: Menemxep / PyKOBOOHTENE
Manoj Kumar A

Lt

Reprint Date /
Jara: 29,02.2024

Reprint Date /
Harta: 29.02.2024

Reprint Date /
Hata: 29.02.2024

Registered Office: 8-2-337, Road Mo, 3, Baniara Hills, Hyderabad - 500034, Telangans, [ndia

Tel: +81°4C 4900 2900, Fax: +91 40 4900

CIN: LE5195AP193.4PLCDC 507
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANAILYSIS WWV‘,_drreddys_com
CEPTUDHKAT AHAJTH3A
Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
HpoaykrT: Ketopon® (keToponak) pacTBOp /A BHYTPHEEHHOTO H BHYTPHMBILIEYHOO BBEACHHA, 30 Mr/mn
Batch No / : V240061 Batch Quantity / : 272727 ampules /
Cepus Ne O0beM cepHH 272727 amryn
Analytical Report No / : 890001722128 Date of Analysis / : 29.02.2024
AnranurHyeckuii oryer No Jara anann3a
Date of Manufacture / : 02/2024 Date of Expiry / : 0172027
JlaTa npOH3BOACTBA T'oaex no
Analysis performed according ND / Anasius nposepes no HJI: JII1-001365-170222
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6 Particulate matter / McexanuyecKne BKAOYEHUS
6A Visible particles / Complies / CooTBETCTBYET Should correspond to requirements. /
BHUMBIE YaCTHL] B COOTBETCTBHH C TPEGOBAHUAMA.
6B Invisible particles /
HeBHaumble 4acTHLBL:
i. Particles > 10 pm/ 05 not more than 6000 per ampoule /
Yactu pazMepoM > He 6onee 6000 Ha ammyy;
10 MKkM
ii. particles>25 pm/ 00 not more than 600 per ampoule /
YaCTULL Pa3MEPOM > He bonee 600 Ha amnysy.
25 MKkM
7 Related substances / PogcTBeHHbIE NPpUMeECH
Impurity A / [Tpumecs A 0.16% not more than 0.20% / He 6Goinee I
0,20 %; '
Impurity B / IIpumecs B Not detected / He o6Hapysxena not more than 0.50 % / Be 6o01ee
0,50 %; i
Impurity C / TIpumecs C Below LOQ (LOQ = 0.033%) / gosto irx/?re thar 0.50 % / He 6onee |
Hine nps/Iea KOMICIeCTDRINIOTO PASAL
KO=0.0339 .
Impurity D / ITpumecs D T SRR not more than 0.20 % / He 6onee
Below LOD (LOD =0.014 %) / 0,20 %.
Huxe npenena obuapyxenus ([1O
=0.014 %)
Any unspecified impurity / 0.06% Not more than 0.20 % / He 6oiee
EnunvyHas HeuneHTHUIH- el 0,20 %.
pPUBaHHAN LBPAMELEL
Remarks: The Produet confirms to ND/ Conclusion: APPROVED /
[Mpumeuanwe: IMpoaykr coorsercreyer Tpebosanusm HIL 3axawyenue: QJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarortosneno: Santosh I[Iposepeno: Pardeep Kumar | Onobpeno: Meremkep / Pykosoautens
Kumar Maurya va\ Manoj Kumar
F— ==
Reprint Date / Reprint Date / Reprint Date /
Iata: 29.02.2024 Jara: 29.02.2024 Jara: 29.02.2024

waiy arreddys.con




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTHOWUKAT AHAJTHU3A

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

Vill. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P., 173 205, INDIA
Tel - 491 98166 56001-02
www.drreddys.com

Product : /

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

IIpoayKT: Keropon® (keToponak) pacTBop juisl BHYTPHBEHHOIO H BHYTPHMBILUEHHOTO BeaeHys, 30 Mr/mu
Batch No / : V240061 Batch Quantity / : 272727 ampules /
Cepna Ne O6bem cepan 272727 ammyn
Analytical Report No / + 890001722128 Date of Analysis / : 29.02.2024
AHATHTHYECKHH oTyeT Ne Jara anajauza
Date of Manufacture / : 0272024 Date of Expiry / s 0172027
JlaTa npou3BOACTRA Tonen 10

Analysis performed according ND / Anaus nposenen no HA; JI[1-001365-170222

Page3 of 5/Crp.3u3 5

Total impurities / Cymma 0.22% Not more than 1.50 % / He Goutee
npuMecei 1,50 %.
8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /

H3Bpnexaemblii 06beM

He meree HomuHansHOro (1,0 M)

9 Bacterial endotoxins /
BakrepHansHbie
3HAOTOKCHHBI

<=0.725 EU/mg /
<=0.725 EB/mr

Not more than 5.8 EU/mg of ketorolac
tromethamine. / He 6onee 5,8 ED/mr
KETOpOoJNaka TPOMETAMHHA.

10 Sterility (every 15th batch) /
CrepunbHOCTE (IJ18 KaXA0¥H
15-oii cepum)

NA

Must be sterile. / Jlomker ObITH
CTEPHILHBIM.

11 Assay / KotHuecTBeHHOE
onpejeneHne

29.62 mg/ 29.62 mr

From 27.0mg to 33.0mg of
CisH13sNOj C4H 1 NOs (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
no 33,0mMr CisHisNO;-C4H ) NO;
(xeToponaka TpoMeTaMuH) B 1 ML

12 Alcohol content / Iranon

11.72 %

From 10.60 % to 12.60 %. /
Ot 10,60 % mo 12,60 %.

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
[pumeuanue: poaykr covrsercrsyer rpebosanusm HI Bakmwyenune: OJTOBPEHO
‘ Prepared by / Checked by / Approved by: Manager/Executive /
‘ITonrororneHo: Sant: ITposepeno: Pardeep Kumar | Onobpeno: Menemxkep / PykoBonurens
Kumar Maurya - Manoj Kumar \q
Fr Y=
Reprint Date / Reprint Date / Reprint Date /
. Hara: 29.02.2024 JlaTa: 29.02.2024 JHara: 29.02.2024
Registerad Gffice: 3-2-337, Road Na. 3, Banjaia Hills. Hyderabnd - 500034, Telangana, India

Tal; 491 10 4900 2200, Fax: +91 40 4900 2989, Email: mail@drreddys.com

CIM: LEE1U5ARTENAELLDUALU
wuiw.drreddys.corm
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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 : 491 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHOHKAT AHAJIA3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoayKT: Ketopon™ (xeToponak) pacTeop Ui BHYTPHBCHHOTO M BHYTPUMBILIEYHOTO BBEACHHA, 30 MP/mn
Batch No / : V240061 Batch Quantity / : 272727 ampules /
Cepusi Ne O6BeM cepHH 272727 amnyn
Analytical Report No / : 890001722128 Date of Analysis / : 29.02.2024
AnpanuTHdeckii oryer Ne JlaTa anaiausa
Date of Manufacture / 1 02/2024 Date of Expiry / : 01/2027
JIaTa mpoH3BOJACTBA I'open no
Analysis performed according ND / Anasu3s nposejen no HJL: JI[1-001365-170222
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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 ampoules and 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
Ilo 1 wMn B ammyisl U3 | inacarton pack./
CBETO3aLIUTHOIO crekia | [To 1 w™Mn B aMoynsr  u3
KopuyHeporo kinacca I (USP). B | CBETO3aLIMTHOTrO CTEKJ1a KOPHYHEBOIO
BEpXHEIl YACTH aMIlyllbl HaHECEHH | WIM  TEMHO-KODHYHEBOTO  IBeTa
KOJBLO M Touka s pasnoma. Ha | xnacca I (USP). B Bepxued 4actu
aMNyJy HAKIEHBAIOT STHKETKY. aMIly/ibl HaHECEHBl KOJIBLUO M TOYKa
[lo 10 ammyn ¢ WHCTpyKUHe# mo | i pasnoma. Ha aMmmyny HaKIeUBAIOT
NPUMEHEHUIO MOMEINAIOT | 3THKETKY.
B [I1BX/anioMHHUEBHIH OIHCTED. Mo 10 amMmyn ¢ HHCTPYKLMEH 1o
[To 1 6nucTepy B Na4Ky KAPTOHHYIO. | NPHMEHEHHUIO _ TMOMEILAXOT
B [IBX/amomuHueBsiii 61aucTep.
Mo 1 6nucTepy B Nauyky KaAPTOHHYIO;
Ui cTalMoHapos: mo 2, 3, 5
6nucTepoB B MaYKy KapTOHHYIO.
[To 1 6nucTepy B NadKy KapTOHHYIO.
14 Labelling / MapkHupoBKa According to ND / B cootercteru ¢ HJI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3amuiensoM
XpaneHue OT cBETa MECTE TpH Temmeparype He Bbille 25 °C. He 3aMOpaXUBaTh.
16 Shelf-life / Cpox rognocTn 3 years. / 3 ropa.
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
IIpumeuanne: ITpoaykT cooTseTcTyeT Tpebosanusam HJT Zakmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IonroroeneHo: Santosh [poeepeHo: Pardeep Kumar | OgobpeHo: Menemxkep / Pykosoautess
Kumar Maurya E Manoj Kumar A j
Reprint Date / Reprint Date / Reprint Date /

Hara; 29.02.2024 Hara: 29.02.2024 JHata: 29.02.2024

Registered Oftice: 8-2-327, Road No, 3, Banjara Hilis, Hyderabad - 500034, Telangana, India

Tel: 491 40 4890 2500, Fa

CIN: LES1UHAPILYS4PLLG04507
wavw.drieddys.com

=31 40 4800 2959, Email: mail@drreddys,com
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Dr. Reddy's Laborateries Ltd.

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
CEPTHOUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Iipoaykr: Ketopon” (keroponak) pacTeop [l BHYTPUBEHHOIO U BHYTPUMBIILIEYHOTO BBEACHUS, 30 mr/mn
Batch No / : V240061 Batch Quantity / : 272727 ampules /
Cepus No O6beM cepHit 272727 amnyn
Analytical Report No / : 890001722128 Date of Analysis / 1 29.02.2024
ApanaTHYECKHIE oTyeT No JlaTa anaynza
Date of Manufacture / : 0272024 Date of Expiry / : 01/2027
aTA NPOH3BOJCTBA I'ogen xo
Analysis performed according ND / Anasins nposesen no HJL: JIT1-001365-1 70222
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API name / Haumenosanue ADC:

Ketorolac tromethamine / Ketoponaka TpOMeTaMHH

Homep cepni cybetanuun nponssoanvens IIQ;

INN / MHH: Ketorolac / Keroponak
API manufacturer batch number /

Homep cepun npoussoauTens ADC: S

FP Manufacturer API Batch number / FEQA00497

Ipouzsoaureab A®C, cTpana:

API Manufactured by & country /

Dr. Reddy's Laboratories Ltd., India /
J-p Penmu'c JlaGopatopuc Jlta., Mnpus

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
Ipumeuanue: HNpoxykr coorserctayer Tpeboparmam HJL 3arumoyenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moaretosaexa: Santo IIposepeto: Pardeep Kumar | Ono6pexo: Menemxep / PyxosoauTens
Kumar Maurya @’ Manoj Kumar -
Reprint Date / Reprint Date / Reprint Date /
Hara: 29.02.2024 Hara: 29.02.2024 Hara: 29.02.2024

Registered Offica: 8-2-237, Road No. 3, 8aniara Hills, Hyderabad - 500034, Tetangana, India

Tel: +91 40 4905 2900, Fax: +91 10 4900 2928, Email: mailé2drreddys.com

CIN: LRS195APLSR4
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