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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 ANALYSIS www.drreddys.com

CEPTUO®UKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ilpoaykr: Ketopon® (keToponak) pacTBop AJisi BHYTPUBEHHOI'O M BHYTPHMbIILEYHOro BBeeHus, 30 Mr/mn
Batch No / : V230820 Batch Quantity / : 272727 ampules /
Cepus Ne O0nem cepuu 272727 amnyn
Analytical Report No / : 890001700854 Date of Analysis / + 15.11.2023
AHaJiIHTHYeCKHIT oTyeT Ne Jlara anaym3a
Date of Manufacture / : 10/2023 Date of Expiry / : 09/2026
Jara nponsBoacTea I'ogen no
Analysis performed according ND / Auasus nposexen mo HJI: JITI-001365-170222

Pagelof 5/Crp. 1 u3 5

[Tpo3pauHblii 6ecLBETHBIH pacTBOP.

ioo Test / [TokasaTennb Results / PesyabTaTsl Specification / Hopma
1 Description / Onucanne Clear  Colorless  solution. / | Clear colorless to pale yellow solution.

/  Tlpo3payHplii O6eCUBETHBIH WM
CBETIO-XKENThIH pacTBOp.

2 Identification /
IMopauHHOCTDH

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) / BpemeHa
yIaep)KHUBaHUsA OCHOBHBIX IUKOB Ha
XpoMaTrorpamme HCILITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHAM
YIEpPKUBAHUS OCHOBHBIX IHKOB Ha
XpoMaTorpamme CTAHIaPTHOTO
pacTBopa KeTopoJiaka TpOMeTaMuHa
17 HampoKceHa (paznen
«KOoJIMUECTBEHHOE OTIpe/IENEHHEY)

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) / BpemeHa
YIEPKUBAHHUS OCHOBHBIX ITHKOB Ha
XpoMaTorpamMmme HCIBITYEMOTO
pacTBopa HOJDKHBL COOTBETCTBOBATDb
BpPEMEHAM YACp)XKHBAHUA OCHOBHBIX
IIHKOB Ha XpoMaTorpamme
CTaHJApPTHOTO pacTBopa KeTOopojaka
TPOMETaMKMHa H HalpoKceHa (pa3mel
«KonmyecTBeHHOE OTIPEICICHUEY)

3 Clarity / IIpo3paunocThb

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuus
npenapara He JIO/DKHA PEBHIILIATh
OIANECLEHIIHIO 3TalIOHa CpaBHEHNS L.

4 Color / IIBeTHOCTH 0.03 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu AMMHE BOIHBI
430 HM.

5 pH 7.32 From6.9t07.9./0t16,9 no 7,9.

Remarks: The Product confirms to ND/
[Tpumeuanue: [Ipoaykt cooTBeTcTBYET TpeboBanusM HJI

Conclusion: APPROVED /
3axkmwouenue: OJOBPEHO

Hara:15.11.2023

Hara: 15.11.2023

Prepared by / Checked by / Approved by: Manager/kxecutive /
[ToaroroeneHo: Pravesh Rana | Ilposepeno: Rama Kant Onobpeno: Menemxep / PykoBoauTegs

A \d Manoj Kumar QH’-“E
Reprint Date / Reprint Date / Reprint Date / )

Jara: 15.11.2023

Registered Office: 8-2-337, Road Ne. 3, Banjara Hilis, Hyderabad - 5C0034, Telangana, India
Tel: +91 40 4300 2230, Fax: +91 40 4300 2399, Emzil: mail@drreddys.com

CIN: [85155AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A
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Formulation Unit-6
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Product : /

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

IIpoaykr: Ketopon® (keToposiak) pacTBOp Mlsi BHYTPHBEHHOIO H BHYTPUMBILIEYHOTO BBEACHHS, 30 MI/mu
Batch No / : V230820 Batch Quantity / : 272727 ampules /
Cepus Ne O0nem cepun 272727 amnyai
Analytical Report No / : 890001700854 Date of Analysis / : 15.11.2023
AHaJHTHYeCKHIT oTueT No Jlara ananu3za
Date of Manufacture / : 10/2023 Date of Expiry / : 09/2026
JaTta npousBoacTea I'ogen mo

Analysis performed according ND / Anasnu3 nposeaen mo HJI: JII1-001365-170222
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6 Particulate matter / MexaHu4eckue BKIIOYEHHUsI
6A Visible particles / Complies / COOTBETCTBYET Should correspond to requirements. /
BuzaumMble yacTULbI B cooTBeTCTBUH C TPeOOBABUAMU.
6B Invisible particles /
Heuaumble 4acTULIBL:
i. Particles> 10 pm/ 03 not more than 6000 per ampoule /
YacTuu pa3Mepom > He Gonee 6000 Ha amIIyJTy;
10 MM
ii. particles> 25 pm/ 00 not more than 600 per ampoule /
YacTul pa3mMepoM > He 6osiee 600 Ha aMITyIy.
25 MKM
7 Related substances / PoacTBeHHbIE IpHMeECH
Impurity A / [Ipumecs A 0.15% not more than 0.20% / He 6onee
0,20 %;
Impurity B / Ilpumecek B Below LOD (LOD = 0.014 %) / not more than 0.50 % / He Oonee
Hwxe npenena obHapyxenus (I1O 0,50 %;
=0.014 %)
Impurity C / Hpumecs C Below LOQ (LOQ =0.033%) / not more than 0.50 % / He Oonee
Huxe npeznena KOJIMYECTBEHHOO 0,50 %;
onpenenenus (ITKO = 0.033 %)
Impurity D / [Ipumecs D not more than 0.20% / nHe OGoiee
Below LOD (LOD = 0.014 %) / 0,20 %.
Hmxe nipegena o6Hapyxenus (11O
=0.014 %)
Any unspecified impurity / Not more than 0.20 % / He 6onaee
EnvunyHas HeugeHTUGUIM- 0.05% 0,20 %.
pOBaHHas IPUMeCh

Remarks: The Product confirms to ND/
[Tpumeuanue: [Tpoaykt coorseTcTBYeT TpeboBanuam HJI

Conclusion: APPROVED /
Baknwuyenune: OJJOGPEHO

Prepared by /
IMoarorosneHo: Pravesh Rana

-

Checked by /
IIpoeepeno: Rama Kan

Al

Approved by: Manager/Executive /

Reprint Date /
Hara:15.11.2023

Reprint Date /
Jara: 15.11.2023

\

Onob6peno: Menemkep / PykoBoauTe/ b
Manoj Kumar @ﬂ_’,_:(t

Reprint Date /
JHara: 15.11.2023

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: L85155AP1984PLC004507
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Dr.Reddy’s Q':‘

Dr. Reddy's Laboratories 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
CEPTU®UKAT AHAJIN3A

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

Ilpoaykr: Keropon® (keToposak) pacTBop /st BHYTPMBEHHOTO W BHYTPMMbILIEYHOrO BBEACHHUS, 30 mMr/mn

Batch No / 1 V230820 Batch Quantity / : 272727 ampules /

Cepusn Ne O0beM cepuH 272727 amnyn
_|Analytical Report No / : 890001700854 Date of Analysis / : 15:.11.2023

AHaJluTHyeckHii oTyer Ne JaTta ananusa

Date of Manufacture / : 10/2023 Date of Expiry / : 09/2026

Jara npon3Boacrea T'onen no

Analysis performed according ND / Anaaus nposegen no HJI: JI1-001365-170222
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Total impurities / Cymma 0.26% Not more than 1.50 % / He Gonee
npUMecei 1,50 %.

8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /
H3snexaeMblii 00bem He menee HomunanbHoro (1,0 M)

9 Bacterial endotoxins / <—0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepunajbHble <=0.725 EQ/mr tromethamine. / He 6onee 5,8 EQ/Mr
3HAOTOKCHHbBI KETOpoJlaka TPOMETaMMUHa.

10 Sterility (every 15th batch) / NA Must be sterile. / JlomkeH ObITh
CTepuibHOCTD (A5 KaKI0M CTEPUIIbHBIM.
15-o0ii cepun)

11 Assay / KonuuecTBeHHOE 29.70 mg/ 29.70 mr From 270mg to 33.0mg of

onpeae/ieHHe CisH13NO3 C4H11NO3 (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
pi(e] 33,0 Mr C15H13NO3'C4H11NO3
(keTopoJaka TpPOMETaMMH) B 1 ML
12 Alcohol content / ItaHon 11.83 % From 10.60 % to 12.60 %. /
Ot 10,60 % mo 12,60 %.

Remarks: The Product confirms to ND/
Ipumeuanue: IlpoaykT cootrercTyer Tpebosannam HJI

Conclusion: APPROVED /
3akawuyenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMToprorosneno: Pravesh Rana | IlpoBepeno: Rama Kant Ono6peno: Menemxkep / PykopoanTgsib
uluds Manoj Kumar , 4 Ew,-;@

Reprint Date /
Harta:15.11.2023

Reprint Date/ |
Jara: 15.11.2023

Reprint Date /
Jara: 15.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hil's, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85135AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s Q':‘

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

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

CERTIFICATE OF ANALYSIS wiww.drieddys.chm

CEPTHOUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykT: Ketopon® (keTopoJiak) pacTBOp JUlsi BHYTPUBEHHOTO M BHYTPUMBILIEYHOrO BBeeHHS, 30 Mr/mi
BatchNo / : V230820 Batch Quantity / ¢ 272727 ampules /
Cepda No O06BeM cepHH 272727 amnyn
Analjytical Report No / : 890001700854 Date of Analysis / : 15.11.2023
AnaJiuTH4eckuii oryer Ne JlaTa anaau3a
Date of Manufacture / : 10/2023 Date of Expiry / : 09/2026
JlaTa npou3BoACcTBA I'open no
Analysis performed according ND / Auasns nposexen mo H/I: JIT1-001365-170222
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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 M1 B aMmmynasl U3
CBETO3aLIUTHOTO CTeKIa
xopuuneBoro kiacca I (USP). B
BEpXHE 4HacTH aMIyJbl HAHECEHbI
KOJBHO W Touka Ans paszioma. Ha
amIyJly HaKJIEeUBalOT 3TUKETKY.

[To 10 ammyn ¢ MHCTpYKUMEW IO
NPUMEHEHHUIO MOMELIAI0T
B [IBX/anmoMuHueBsli Gructep.

ITo 1 6nucTepy 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 paticnt 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. /

[lo 1 wMn B aMOynsl U3
CBETO3AILMTHOTO CTEKIa KOPUYHEBOT'O
WIM  TEMHO-KOPUYHEBOIO  LIBETa
knacca I (USP). B BepxHell vactu
amIysisl HaHEeCeHbl KOJIBLO U TOYKa
Ui pasziioma. Ha ammyity HakJIeuBaroT
STHKETKY.

ITo 10 ammyn ¢ MHCTpyKLmed @O
NPUMEHEHHUIO MOMELIAIOT
B [IBX/antomuHueBBIi OaHCTED.

[To 1 6aucTepy B MayKy KapTOHHYIO;
ons  cTaldoHapoB: mo 2, 3, 5
6.UCTEPOB B MAYKy KapTOHHYIO.

[To 1 6nucTepy B nayky KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootsetcTuu ¢ HJI.

15 Storage conditions /
XpaHnenne

In a place protected from light below 25 °C. Do not freeze. / B 3amuuieHHoM
OT CBETa MecTe NpH TeMaepaType He Beiie 25 °C. He 3aMOpaXuBarth.

16 Shelf-life / Cpok rognocTn

3 years. / 3 rona.

Remarks: The Product confirms to ND/
[Tpumeuanue: [TponykT cooTBercTByeT Tpeboanuam H/I

Conclusion: APPROVED /
3akmwouenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroBneno: PravesiRana [Mpoeepeno: Rama Kan Onobpeno: Menemxkep / PykoBoanuTeib

{ L ud‘ Manoj Kumar ,U_‘j’,
Reprint Date / Reprint Date / Reprint Date / —
Jara:15.11.2023 Jara: 15.11.2023 Jara: 15.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hvderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85155AP1984PLC0O04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

Qe
Dr. Red dy,s ‘.... Formulation Unit-6

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

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUD®UKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipolykr: Keropon® (keToposnak) pacTBOp [UIsl BHYTPHBEHHOI'O H BHYTPUMBILIEYHOro BBeAeHHs, 30 Mr/mn
BatchNo / : V230820 Batch Quantity / : 272727 ampules /
Cepan Ne O0bem cepun 272727 amnyn
Analjytical Report No / : 890001700854 Date of Analysis / : 15.11.2023
AHaJluTHYECKHH oTyeT No JlaTa anaausa
Date of Manufacture / : 10/2023 Date of Expiry / : 09/2026
Jata npon3BoacTBa T'ogen no
Analysis performed according ND / Ananus nposeaen mo HJI: JI[1-001365-170222
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API name / Haumenosanne ADC: Ketorolac tromethamine / KeToponaka TpoMeTaMHH

INN / MHH: Ketorolac / Ketoponak

API manufacturer batch number /

Howmep cepun npouspoautensi AQC: ABQHO0S8 4

FP Manufacturer API Batch number /

Homep cepuu cyberanunn uponssopurens JIO: EE(Jag04s8

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /

Npoussoaurens ADC, crpada: I-p Penau'c JlaGoparopuc Jlta., Unans

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

[Npumeuanue: [Iponykt coorBercTBYeT Tpeboranusm HJL 3axmawuenne: OJJOGPEHO

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

[Togroroneno: Pravesh Rana | [1posepeno: Rama Kant Onobpeno: Menemxkep / Pykoaonmjnb
‘b }m]ujj}; Manoj Kumar ok,

Reprint Date / Reprint Date/ = '~ Reprint Date /

Hata;15.11.2023 Hara: 15.11.2023 Jara: 15.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2200, Fax: +91 20 4900 2999, Email: mail@drreddys.com
CIN: L85155AP1984PLC004507
www.drreddys.com




