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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Ketopon™ (keToposak) pacTBop Juisi BHYTPHBEHHOTO M BHYTPUMBILIEYHOTO BBeAEHHS, 30 Mr/mn
Batch No / 1 V240173 Batch Quantity / 1 272727 ampules /
Cepus No Oo0BemM cepHu 272727 amnyn
Analytical Report No / : 040002478446 Date of Analysis / : 10.04.2024
AnaguTHYeCKHH oTueT No JlaTa anaansa
Date of Manufacture / : 03/2024 Date of Expiry / : 02/2027
Jlara npon3BoacTBA I'open g0
Analysis performed according ND / Anaan3 nposegen no HJI: JII1-001365-170222

Pagelof S/Crp. 1u35

[Tpo3paunslii GecLBETHBII pacTBOp

i.oo Test / Iloka3zaTennb Results / Pe3yabTaTsl Specification / Hopma
1 Description / Onucanue Clear  colorless  solution. / | Clear colorless to pale yellow solution.

/ Tlpospaunblii GeCHUBETHBIN HIH
CBETJIO->KENThI I pacTBOP.

2 Identification /
IMoauMHHOCTD

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
yJIepXKUBaHUS OCHOBHBIX ITMKOB Ha
XpoMarorpamme HCIIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpeMeHaM
yIEepKUBaHHA OCHOBHBIX IHKOB Ha
XpomaTorpamme CTaHAapTHOTO
pacTBOpa KeTOpoliaka TpOMEeTaMKHa
u HanpoKceHa (pa3men
«KonmiecTBeHHOE OTIpeneneHue»)

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
yAepXKUBAHHS OCHOBHBIX [MHKOB Ha
XpoMaTorpamme UCTILITYEMOTO
pacTBopa [HOKHBI COOTBETCTBOBAThH
BpeMeHaM YIEepP)XXHBAHUS OCHOBHBIX
IIUKOB Ha XpoMaTorpaMmme
CTaHIapTHOTO pacTBOpa KeToposaka
TpOMeTaMHHa W HanpokceHa (pas3zen
«KonmaecTBeHHOE OnIpeieieHUue»)

3 Clarity / Ilpo3pa4yHocThb

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHuus
npenapara He JOJKHA [PeBbILLIAaTh
OMANECUEHIUIO 3TAJIOHA CPAaBHEHHUA 1.

4 Color / IlBeTHOCTD 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 mpu AMHE BOMHbI
430 uM.

5 pH 7.33 From 6.9t07.9./016,9 no 7.9.

Remarks: The Product confirms to ND/
IMpumeuanue: [Iponykr coorBercTByeT TpebosanuaM HJI

Conclusion: APPROVED /
3akmouenne: OTIOBPEHO

Prepared by /
IToarotorneno: Rama Kant 'f
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Checked by /
IIpoepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykosoauTens
Pavan Kumar Sharma
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Reprint Date /
Jara: 06.04.2024

Reprint Date /

Hara: 06.04.2024

Reprint Date /
Jara: 06.04.2024
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykT: Keropon® (keToposiak) pacTBOp [Jisi BHYTPHBEHHOTO H BHYTPUMBILIEYHOTO BBEACHHS, 30 Mr/mn
Batch No / : V240173 Batch Quantity / 2 272727 ampules /
Cepust Ne Oobem cepuu 272727 amnyn
Analytical Report No / : 040002478446 Date of Analysis / : 10.04.2024
AHAJIHTHYECKHH 0TYeT Ne Jara ananu3za
Daie of Manufaciuie/ : 02/2024 Date of Expiry / : 0272027
Jlara npon3BOACTBA T'onen no
Analysis performed according ND / Anaaus npogesen no HJI: JI1-001365-170222
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6 Particulate matter / MexaHu4ecKHe BKJIIOYEHUS
6A Visible particles / Complies / CooTBeTCTBYET Should correspond to requirements. /
BUANMBIE YaCTHLbI B cOOTBETCTBUH € TPeOOBAHUAMM.
6B Invisible particles /
HeBunumbie 4aCTHLIBL:
i. Particles> 10 pm/ 06 not more than 6000 per ampoule /
YacTull pazMepoM > He 6onee 6000 Ha amnyIy;
10 MxmM
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
4acTHL] pa3MEpOM > He 6onee 600 Ha ammyny.
25 MKM
7 Related substances / PoacTBennbie npumecu
Impurity A / Tlpumecs A 0.16% not more than 0.20 % / He 6onee
0,20 %;
Impurity B / ITpumecs B Not detected / He o6HapyskeHa not more than 0.50 % / me Gonee
0,50 %;
Impurity C / ITpumecs C Below LOQ (LOQ = 0.033%) / not more than 0.50% / He Gonee
Hinke npenena KOJIHYECTBEHHOTO 0,50 %;
onpeaenenus (IIKO = 0.033 %)
1 V)
Impurity D / [1pumecs D Below LOD (LOD = 0.014 %) / not more than 0.20 % / He Gomnee
0,20 %.
Huwxe npenena obuapyxenus (I10
=0.014 %)
Any unspecified impurity / 0.06% Not more than 0.20 % / He 6onee
EnuuuyHas HeueHTUUIU- 0,20 %.
poBaHHAas NpUMEChH

Remarks: The Product confirms to NI/

Conclusion: APPROVED /

[Mpumeyanue: Ilponykt cooteeTcTBYeT TpeboBannam HJL

Sakawuenne: OJOBPEHO

[porepeno: Pardeep Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemkep / Pyrosoautesns
Pavan Kumar Sharma 4“""" 3
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Prepared by / Checked by /
IMoaroToBneHo: Rama Kant

8 Ll‘i/
Reprint Date / Reprint Date /
Hara: 06.04.2024 Hara: 06.04.2024

Reprint Date /
Jara: 06.04.2024
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CERTIFICATE OF ANALYSIS

CEPTU®HUKAT AHAJIU3A

Product : /

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

IIpoaykT: Keropon" (keToposiak) pacTBOp Jisl BHYTPHBEHHOTO M BHYTPUMBILIEYHOrO BBeAeHHUs, 30 Mr/mit
Batch No / : V240173 Batch Quantity / 1 272727 ampules /
Cepust Ne O06bem cepun 272727 amnyn
Analytical Report No / : 040002478446 Date of Analysis / : 10.04.2024
AnajuTH4YecKHH oTyer No JaTa anannza

Date of Manufacture / : 03/2024 Date of Fxpiry / : 02/2027

JdaTa npoH3BoacTBA T'ogen go

Analysis performed according ND / Ananun3 nposegen mo HJI: JITI-001365-170222
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Total impurities / Cymma 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) /
H3BaexaemMblii 00bem He menee nomunansHoro (1,0 mn)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepnajibHble <=0.725 ED/mr tromethamine. / He 6onee 5,8 ED/mr
3H/IOTOKCHHBI KETOpOJIaka TPOMETaMHUHa.

10 Sterility (every 15th batch) / Sterile / Crepunen Must be sterile. / JlomkeH ObITh
CrepuibHOCTD (IS KAXKAOM CTEPWIbHBIM.
15-0ii cepumn)

11 Assay / KosinuecTBeHHOE 29.70 mg / 29.70 mr From 27.0mg to 33.0mg of

onpeaejieHHe CisH;3NO;3-C4H 1NO3 (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mMr
o 33,0 MrI C15H13N03'C4H11NO3
(keTopoyaka TpOMETaMHH) B 1 ML
12 Alcohol content / ITanon 11.95 % From 10.60 % to 12.60 %. /
Ot 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/

[Tpumeuanue: [poaykT coorBeTcTBYET TpeboBanuam HJI

Conclusion: APPROVED /
3akawuenue: OJJOBPEHO

Prepared by /
IMoarorosneno: Rama Kant

Checked by /
[poeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onob6peno: Menemxkep / Pykosonurens
Pavan Kumar Sharma (f

N

fupd
Reprin Date /

JHara: 06.04.2024

Reprint Date /
Jata: 06.04.2024

Reprint Dale /
Jlata: 06.04.2024
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CEPTU®HUKAT AHAJV3A S
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Kertopon® (keToponak) pacTBOp Ul BHYTPHBEHHOTO H BHYTPMMbIWIEUHOIO BBEACHHUS, 30 Mr/mn
Batch No / 1 V240173 Batch Quantity / : 272727 ampules /
Cepus Ne Oo6bem cepuu 272727 amnyn
Analytical Report No / : 040002478446 Date of Analysis / : 10.04.2024
AHaJHTHYecKHil 0TYeT No JaTta ananuza
Date of Maniuifacture / : 0372024 Date of Expiry / : 02/2027
JaTta npon3BoicTBa T'oneH go
Analysis performed according ND / Ananu3s nposeaer no HJI: JIIT-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. /

ITo 1 Mn B amnyiasl W3
CRETO3AILUTHOIO CTEKTIa
kopuuneBoro knacca I (USP). B
BEpXHEW YacTH aMITylbl HaHECEHBI
KONBIIO U TOuka Juid pasnoma. Ha
amnyly HaKJIEHBalOT 3THKETKY.

ITo 10 ammyn ¢ HUHCTpyKUHeEH Io
MPUMEHEHHIO MOMEIIa0T
B [IBX/anroMiHueBbIH 6iHcTeED.

ITo 1 GnucTepy B MaYKy 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. /

Mo 1 w~Mn B ammoylsl U3
CBETO3AIMUTHOIO CTEKIIa KOPUYHEBOIO
WIH  TEMHO-KOPUYHEBOTO  IBeTa
wracca I (USP). B BepxHel wacTH
aMITy/ibl HaHeCeHbI KOJBLO M TOYKa
nuist pas3noMa. Ha amnyiy HakjenBaroT
ITHKETKY.

I[To 10 amnyn ¢ HHCTpYKLHEH IIO
NpUMEHEHHIO HOMEILAIOT
B [IBX/amomMuHueBbIi GUcTep.

[To 1 6nucTepy B MAUYKy KaPTOHHYIO;
U1 cTauuoHapoB: mo 2, 3, 5
OJIMCTEPOB B MAYKY KAPTOHHYIO.

ITo 1 6nucTepy B NaYKy KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cooterctauu ¢ HJI.

15 Storage conditions /
Xpanenue

In a place protected from light below 25 °C. Do not freeze. / B 3amuimeHuom
OT CBeTa MecTe NpH TemmnepaType He Bbie 25 °C. He 3aMopaXkuBath.

16 Shelf-life / Cpok roaHocTH

3 years. / 3 roga.

Remarks: The Product confirms to ND/
ITpumeuanue: [IponykT coorBeTcTBYeT TpeboranusiM HJI

Conclusion: APPROVED /
3axiaouenne: OJOBPEHO

Prepared by /
IToarorosneno: Rama Kant
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Checked by /
IMposepeno: Pardeep Kumar

[~

Approved by: Manager/Executive /
Ono6peno: Menekep / Pykosoputes
Pavan Kumar Sharma ,:ZK
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Reprint Date /
Jarta: 06.04.2024

Reprint Date /
Jata: 06.04.2024

Reprint Date /
Jara: 06.04.2024

Registered Office: 8-2-227, Road No, 3, Banjara Hills, Hyderabad - 500024, Telanzaina, india
Tal: +01 40 4600 2900, Fax: <91 40 1800 2999, Email: mail@direddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Ketopon" (keToponak) pacTBOp JUTsi BHYTPHBEHHOTO M BHYTPUMBILIEUHOTO BBE/ICHHS, 30 Mr/mi
Batch No / : V240173 Batch Quantity / : 272727 ampules /
Cepus Ne O061veMm cepun 272727 amnyn
Analytical Report No / : 040002478446 Date of Analysis / : 10.04.2024
AHaauTHYecKHi oTyer No JlaTa apann3za
Daie of Manufaciure / : 03/2024 Date of Expiiy / ¢ 0272027
HJata npouspojcTea Tomen go
Analysis performed according ND / Anasin3 niposeaen no HJI: JIIT-001365-170222
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API name / HanmenoBanne ADC:

Ketorolac tromethamine / Ketoponaka TpoMeTaMUH

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Homep cepun npouspoguteasi AQC:

ABQH006832

FP Manufacturer API Batch number /

Homep cepnu cy6eranunn npoussoaurens IJId:

FEQAO00569

API Manufactured by & country /
IpousBoauteab ADC, crpaHa:

Dr. Reddy's Laboratories Ltd., India /
JI-p Pepmu'c JlaGopartopuc JIta., Muaus

Remarks: The Product confirms to ND/
[MTpumeuanue: [IpogykT cooTBeTcTBYET TpeboBanuam HJI

Conclusion: APPROVED /
3aknwouenne: OJJOBPEHO

Prepared by /
TToaroroenerno: Rama Kant

Checked by /
ITpoeepeno: Pardeep Kumar
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Approved by: Manager/Executive /
Ono6peHo: MeHemxep / P%Kogom-rrenb
Pavan Kumar Sharma
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Reprint Date /
Jata: 06.04.2024

Reprint Date /
Hara: 06.04.2024

Reprint Date /
Jlata: 06.04.2024




