Dr.Reddy’s Q¢

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIU3A

W&uct 3/

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

Hpoaykr: Ketopon™ (keTtoponak) pacTBop Afis BHYTPHBEHHOIO H BHYTPHMbILICHHOIO BBEACHAA, 30 Mr/mn
Batch No / : V240467 Batch Quantity / : 272727 ampules /
Cepas No 06nem cepuH 272727 amnyn
Analytical Report No / : 890001748223 Date of Analysis / : 12.07.2024
AHAJTUTHYECKHH oTHeT Ne Jara ananuza
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
JlaTa npouzBoacTBa Topen no
Analysis performed according ND / Auanns nposegen no HJI: JITT-001365-170222
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JJI:? Test / ITokasaTenn Results / PesynnraThi Specification / Hopma
1 Description / Onncanme Clear  colorless  solution. / | Clearcolorless to pale yellow solution.
ITpozpatsblif GecLBETHLIH PacTBOD. / TlpospauHelii 6ecUBETHBIH Mnu
CBETIIO-XKCNTHIH pacTBOp.

2 Identification / The retention times of the main | The retention times of the main peaks
HoanuuHOCTD 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
YDEPXKHMBAHHA OCHOBHBIX MHKOB HA | YyAep)KHBaHUs OCHOBHBIX [TUKOB Ha
XpoMaTorpaMme HCOBITYEMOr0 | XpoMaTorpamme ACOBITYEMOro
PacTBopa COOTBETCTBYIOT BpEMEHaM | PacTBOpa MOJDKHBI COOTBETCTBOBATH
YINepKHUBAHUS OCHOBHBLIX IHKOB Ha | BpEMEHaM YOCpPXHBAHHUA OCHOBHEIX
XpoMaTorpamme CTaHOAPTHOIO | TNHKOB Ha XpoMaTorpaMme
pacTBOpa KeToposaka TPOMETaMUHA | CTAHJAPTHOrO PacTBOpa KETOpoJiaka
H HanpokceHa (paznen | TpoMeTaMHHa M HampokceHa (pa3gen

«KonuyecTBeHHOE Onpenenenmes) «KonuuecTseHHOE OTIpeieNeHue )

3 Clarity / IIpo3pauHocts Complies / CooTBeTCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHyusa
fpenapara He AOJKHA NIPEBbIINATE
OMaNecLen LU0 3TaJJoHa CpaBHeHMA 1.

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

He 6onee 0,20 npu mirHe BOJIHBI
430 umM.
5 pH 7.35 From 6910 7.9./016,9 no0 7,9.
6 Particulate matter / MexanndecKne BKIKYEHUSA

Remarks : The Product confirms to ND/

Ilpumeyanue: [ponykr cootseTcTByeT TpeboBanuam H)|

Conclusion : APPROVED /
3awmodenue: OJOBPEHO

-5

Prepared by / Checked by / Approved by: Manager/Executive /
TlonroToneyo: A.m%ih  Tposepeno: Santosh Kumar | Onobpeno: Metnemxkep / Pykopoanrens
Kumar 6 N 3 Maurya Manoj Kumar (

Reprint Date / Reprint Date / Reprint Date /

Jata: 12.07.2024 Jara: 12.07.2024 Hara: 12.07.2024
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CERTIFICATE OF ANALYSIS

CEPTUDHKAT AHAJIM3A

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

Date of Manufacture /
Jara npou3BoAcTBa

Togen go

Product : /
IIpoaykT: KeTopon™ (KeToponak) pacTBop A1 BHYTPHBEHHOLO H BHYTPHMbILICHHOTO BBCACHHSA, 30 Mr/mn
Batch No/ : V240467 Batch Quantity / : 272727 ampules /
Cepuist Na Ob6bem cepHu 272727 amnyn
Analytical Report No / : 890001748223 Date of Analysis / : 12.07.2024
AnaiTHYECKHIT oTyeT Ne JlaTa anannsa

: 06/2024 Date of Expiry / + 05/2027

Analysis performed according ND / Anasnus nposeen no HJL: JINI-001365-170222

Page 20f 5/Cip.2u3 §

jNo

Test / [TokazaTenn
Ne

Results / PeayabTaThl

Specification / Hopma

6A Visible particles /
BuyidMble yacTULbL

Complies / CooTBeTCTBYET

Should correspond to requirements. /
B cooTsercTsiy ¢ Tpe0OBAHUAMH.

6B Invisible particles /
Hepiaumeie 4acTHLbI

i. Particles> 10 pm/ 08 not more than 6000 per ampoule /
YacTui pasMepoM = ne bonee 6000 Ha amnyny;
10 MxM

ii. particles>25 um/ 00 pot more than 600 per ampoule /
4acTHL pa3MCpoM = He Dosee 600 11a amnyJry.
25 MKM

7 Related substances / PoacTBeHHEIE npuMecH
Impurity A / Tlpumecs A 0.15% not more than 0.20% / He 6Goinee

0,20 %;

Impurity B / TIpuvecs B

Below LOD (LOD =0.014 %) /
Hivke npenena odHapyxennsa (ITO
=0.014 %)

not more than 0.50% / ue Gonee
0,50 %;

Hwxe npenena oGHapyxkenus (10
=0.014 %)

Impurity C / [lpumecs C Below LOQ (LOQ = 0.033%) / not more than 0.50% / He Gonee
Huxe npenena konuyecTBEHHOTO 0,50 %;
onpezencHis (ITKO = 0.033%)
Impurity D / TIpumecs D Below LOD (LOD = 0.014 %) / not more than 0.20% / ne Oonee

0,20 %.

Any unspecified impurity /

poBanHad IPHMeECh

EanuiHas HelifieHTHHLI-

0.06%

Not more than 0.20% / He 6Gonee
0,20 %.

Remarks © The Product confirms 1o NI/
IIpyumeuanne: Ilponykr cooteercTByeT TpebosanusiM HJT

Conclusion ;: APPROYED /
3akmouenue: OJJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Exccutive /
Iogrotosnexo: Ambresh [Mposepeno: Santosh Kumar | Ogobpero: Menenxep / Pykoroagresis
Kumar C/-ﬁ_: .=~ | Maurya ' Manoj Kumar ! 3 E g
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Reprint Date / Reprint Date / Reprint Date /
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CERTIFICATE OF ANALYSIS
CEPTHU®HKAT AHAJIM3A

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

HOpoaykr: Keropon™ (keToponak) pacTBop Ui BHYTPHEEHHOMO W BHYTPUMbILICHHOTO BBEACHHA, 30 mr/mn
Batch No / : V240467 Batch Quantity / s 272727 ampules / |
Cepun Ne O6neM cepiH 272727 amnyn
Analytical Report No / : 890001748223 Date of Analysis / : 12.07.2024

AnaIHTHYeCKIH oTyeT No

JaTa anajusa

»

Date of Manufacture / : 06/2024 Date of Expiry / + 05/2027

Jara NpoH3BOACTBA

T'opgen ao

Analysis performed according ND / Ananus nposefen mo HJL: JITI-001365-170222
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"g.oo Test / IlokasaTenb Results / Pe3ynsTaThl Specification / Hopma

Total impurities / Cymma 0.21% Not more than 1.50 % / He Gonee
npAMece 1,50 %.

8 Extractable volume / 1.0ml/ 1.0 mn Not lcss than label claim (1.0 mL) /
H3enexaeMblit 06bem He menee Homuuansroro (1.0 mm)

9 Bacterial endotoxins / <=(.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
Bakrepnaabuble <={.725 ED/mMr tromethamine. / He 6onee 5,8 EQ/mr
IHAOTOKCHHbBI KeTOposnaka TpOMETaMHHA.

10 Sterility (every 15th batch) /
CTepHIbHOCTE (4R Kaxaoh
15-0it cepun)

NA Must be sterile. / HomkeH ObiTb
CTEPUITBHBIM.

l;? Test / oxaszaTens Results / Pe3ynbraTel Specification / Hopma
11 Assay / KonnyecTsennoe 30.57 mg / 30.57 mr From 27.0mg to 33.0mg of
onpenenenHe C1sH3NO;-C4H NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
10 33,0mr C;sH;sNO3 C4H11NOs
(keToponaka TpoMeTaMuH) B 1 ML
12 Alcohol content / ITaHon 11.81 % From 10.60 % to 12.60 %. /
Ot 10,60 % x0 12,60 %.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[punesanne: Tpoaykr coorsercTsyeT Tpeboranuam HJT 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
TMoaroroBneHo: Ambresh | Tposepeno: Santosh Kumar | Onobpero: Menemxkep / Pykasosgresns
Kumar (/,?};’/ Maurya @ Manoj Kumar @é‘
A 2
Reprint Date / Reprint Date / Reprint Date /
Hara: 12.07.2024 Jara: 12.07.2024 Hara; 12.07.2024
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

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

IIpoayKT: Keropon™ (ketoponak) pacTsop 11 BHYTPHBEHHOIO W BHYTPHMBIUIECTHOIO BBEACHHA, 30 mMr/mn
Batch No / 1 V240467 Batch Quantity / : 272727 ampules /
Cepun No Obdwnem cepuu 272727 amniyit
Analytical Report No / : 850001748223 Date of Analysis / : 12.07.2024
Anasnrraeckuii oruer Ne JlaTta ananu3a

Date of Manufacture / : 06/2024 Date of Expiry/ : 05/2027
JlaTa NpoH3BOACTEA Togen 1o

Analysis performed according ND / Ananus nposenen no HJL: JII1-001365-170222

Paged4 of 5/Crp.4u3 S

No
Ne

Test / ITokasaTens

Results / Pe3yasTaTsl

Specification / Hopma

13 Packaging / YnakoBka

"1 mL io ¢lass 1 light-shielding amber
giass 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. /

Mo 1 wMn B aMOoyast M3
CBETO3ALUHTHOIO cTeKna
kopuyHeBoro knacca I (USP). B
BepXHeM 4acTH aMITynsl HaHECERb
KOJbLO W TOuYKa M pasnoMa. Ha
aMIyITy HAK/IEMBAKOT ITHKETKY.

ITo 10 ammyn ¢ uHCTpyKUMeEH IO
NpPUMEHEHHUIO NOMELNAoT
B [IBX/antomMuuueBsiii 6nucrep.

[To 1 6aucTepy B MaYKy KAPTOHHYIO.

1 mL ia 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. /

Tlo 1 wMn B  aMmoyisl H3
CBETO3ALLATHOrO CTCKNA KOPHIHEBOIO
MOIM  TEMHO-KOPMYHEBOro  IBETa
wknacca I (USP). B BepxweH yacty
aMIy/ibl HAHECEHbl KONbLIO M TOYKa
1A pasnoma. Ha aMrniyJly Hak/eHBaroT
ITUKETKY.

ITo 10 aMmnyn c HHCTpYKLMEH noO
TIPHMEHEHHIO MOMEIL{AT
B [IBX/amomMununensii 6aucrep.

[To 1 6nucTepy B na4yky KapTOHHYIO;
Jns  crauMoHapos: mo 2, 3, 5
GAHCTEPOB B MAYKY KapTOHHYIO,

According to ND / B cootBeTcTBEH ¢ HJI,

14 Labelling / MapkupoBka
15 Storage conditions /
Xpanenue

In a place protected from light below 25 °C. Do not freeze. / B samunieHHoM
OT CBETa MECTE IIPH TeMepaType He Bhliile 25 °C. He 3aMopaxuBaTh.

16 Shelf-life / Cpok roanocTs

3 years. / 3 rona.

Remarks : The Product confirms to ND/
Ipumeuanne: [IPOAYKT COOTBETCTBYET TpeOGOBAHHAM HIT

Conclusion : APPROVED /
Sakmouyenne: OJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MogroTosneno: Ambres ITpoeepeno; Santogh Kimar | Opnobpeno: Menemxep / Pykosozureins
Kumar A —"Maurya @, Manoj Kumar '
(= =
|| Reprint Date / Reprint Date / Reprint Date /
Hara: 12.07.2024 Hata: 12.07.2024 Jara: 12.07.2024
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CERTITICATE OF ANALYSIS

CEPTHOHWKAT ATAJIM3A
[Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoayxr: Keropon™ (keToposiak) pacTBOp Juisi BHYTPHBEHHOTO H BHYTPHMBILLEYHOTO BBeAcHHA, 30 Mr/mn |
Batch No / : V240467 Batch Quantity / : 272727 ampules /
Cepna Ne Obbem cepu 272727 amiiya
Analytical Report No / : 890001748223 Date of Analysis / : 12.07.2024

AnpaauTHueckHii oTyer No JlaTa anaan3a
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
Jdata npoOR3BOJACTBA Toxen a0

Analysis performed according ND / Ananns nposeien no HJL: JI[1-001365-170222
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API name / Haumenosanune ADC:

Ketorolac tromethamine / Keroponaka tpoMeTaMun

INN / MHH:

Ketorolac / Keroponak

Homep cepuy cyleranuuu nponssoanrens LJID:

API manufacturer batch number /
Haonep cepun nponsBoanTens ADQC: ABQH006833
FP Manufactorer API Batch number / FEQA00570

API Manufactured by & country /
Iponseoautent ADC, crpana:

Dr. Reddy's Laboratories Ltd., India /
O-p Pennu'c Jlaboparopuc JITa., Mumus

Remarks : The Product confirms to ND/
[Mpumeyanne: IIponykt cootBeTcTRYET Tpebopaunam HJL

Conclusion : APPROVED /
3aknfouenne: OJJOBPEHO

| Prepared by / Checked by /
[Togrorornewno: Al}\bres]\},/) TIposepeno: Santosh Kumar

Kumar G/ ji\’ —"Maurya %

Approved by: Manager/Executive /

Onobpeno: Menemxep / Pyrosonurens
Manoj Kumar 1; ; é

Reprint Date / Reprint Date /
Hara: 12,07.2024 Hara: 12.07.2024

Reprint Date /
Hara: 12.07.2024
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