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CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykT: Kertopon™ (keToposak) pacTBOp [Ulsl BHYTPUBEHHOIO W BHYTPUMBIILEYHOIO BBeeH S, 30 Mr/mi
Batch No / : V240059 Batch Quantity / + 272727 ampules /
Cepua Ne O6bem cepau 272727 amnyn
Analytical Report No / : 890001721088 Date of Analysis / : 28.02.2024
AHaJIMTHYeCKHH oTueT Ne Jara anannza
Date of Manufacture / : 02/2024 Date of Expiry / : 01/2027
Jata npou3BoACTBA I'opeH 10
Analysis performed according ND / Ananu3 nposegen no HJI: JII1-001365-170222
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ioo Test / [lokazaTennb Results / Pe3yabTaThl Specification / Hopma
1 Description / Onucanne Clear  colorless  solution. / | Clear colorless to pale yellow solution.
[Ipo3pauHblii GecLIBETHBIN pacTBOP. /  Tlpo3pauHbiii OECLBETHBIH WM
CBeTI0-XENThIA pacTrop.
2 Identification / The retention times of the main | The retention times of the main peaks
HoannHHOCTH 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) / BpemeHna | (Assay section) / Bpemena
yIOEPKUBAHKUS OCHOBHBIX NHKOB Ha | YAEP)KUBAHHS OCHOBHBIX IIMKOB Ha
XpoMaTorpaMmme HCOBITYEMOTO | XpoMaTorpaMme HCIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHAM | pacTBOpa AOJDKHBI COOTBETCTBOBATh
YAEPKUBAHUA OCHOBHBIX NMHKOB Ha | BpEMEHaM YIEPXKMBAHUS OCHOBHBIX
XpoMmarorpamme CTaHOApPTHOrO | ITMKOB Ha XpoMaTorpamme
pacTBopa KETopoJiaka TPOMETaMMuHa | CTaHAApTHOTO PacTBOpa KETOpoJaka
U HanpoKceHa (pasmen | TpoMeTaMMHa ¥ HampoKceHa (paszen
«KonnyecTBeHHOE OnpeieIeHHEN) «KonuuecTBeHHOE ONpeneIcHUE»)

3 Clarity / Ilpo3pauHocThb Complies / CooTBETCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension I, / OnanecueHuus
npenapara He JOJKHa [PEeBbIIaTh
OnaNnecUeHLMIO 3TAJIOHa CpaBHEHHUS I

4 Color / lIBeTHOCTDH 0.04 Not more than 0.20 at 430 nm. /

He 6onee 0,20 npy AnuHe BOJHEL
430 M.

5 pH 7.34 From 6.9 t0 7.9./ 01 6,9 no 7,9.
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
IMpumeuanue: [Ipoaykr cooTBeTcTBYET TpeboBanusM HJL 3akaoyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroTorneHo: Santosh [Mposepeno: Pardeep Kumar | Onobpeno: Menemxkep/ Pykosguuresns
Kumar Maurya ﬁ I Abhishek Chauhan ﬁ
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Reprint Date / Reprint Date / Reprint Date /
Jara: 28.02.2024 Hara: 28.02.2024 Hata: 28.02.2024
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6 Particulate matter / MexaHnuecKHe BKJIHOYEHHUS
6A Visible particles / Complies / CooTBeTCTBYET Should correspond to requirements. /
Buanmele 4acTHLbI B cooTseTcTBMM C TpeOOBAHUSIMHU.
6B Invisible particles /
HeBuaumsie yacTHLILL:
i. Particles> 10 pm/ 05 not more than 6000 per ampoule /
YacTull pasMepoM > He 6onee 6000 Ha aMITyTy;
10 MxM
ii. particles> 25 pm/ 00 not more than 600 per ampoule /
YacTHI[ pa3MePOM > He 6onee 600 Ha amMmyny.
25 MKM
7 Related substances / PoicTBeHHbIE NPpUMeECH
Impurity A / Ilpumecs A 0.16% not more than 0.20% / He Oonee
0,20 %;
Impurity B / IIpumecs B Not detected / He o6rapykena not more than 0.50 % / He Oonee
0,50 %;
3 o
Impurity C / ITpumecs C Below LOQ (LOQ = 0.033%) / I(;Osto r()?(?re than 0.50 % / He OGonee
Hwxe npenena KonU4eCTBEHHOTO ’ »
ompeaenenus (ITKO = 0.033 %
Impurity D / Ilpumecs D HpEst s ( 6) not more than 0.20 % / He Ooiee
Below LOD (LOD = 0.014 %) / 0,20 %.
Hke npenena obnapyxenus (11O
=0.014 %)
Any unspecified impurity / o Not more than 0.20 % / He 6omnee
0.05%
EavHuuHas HeuaeHTuuIy- 0,20 %.
pOBaHHAasl [IPUMECh

Remarks: The Product confirms to ND/
I[Tpumeuanue: [TpoaykT cooTseTcTBYET TpeboBanuam HI

Conclusion: APPROVED /
3akmouenue: OJOBPEHO

Jlata: 28.02.2024

Jlata: 28.02.2024

Prepared by / Checked by / Approved by: Manager/Executive /
[ToxrorosneHo: Santosh ITpoeepeno: Pardeep Kumar | OmobpeHo: Menemiep / PykoBoanTens
Kumar Maurya A Abhishek Chauhan
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Total impurities / Cymma 0.26% Not more than 1.50 % / He 6onee
npuMmecei 1,50 %.
8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /

H3BniexaeMblii 00bem

He menee nomunansHoro (1,0 mi)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepuanbHbie <=0.725 E3/Mr tromethamine. / He 6onee 5,8 E3/mr
HAOTOKCHHBI KETOpOJiaka TpPOMETaMHHa.

10 Sterility (every 15th batch) / NA Must be sterile. / JlomxeH ObITb

CTepHabLHOCTD (I KaXKA0#
15-oii cepun)

CTEPHUJIBHBIM.

11 Assay / KonnuecTtBeHHoe 29.57mg/ 29.57 mr From 27.0mg to 33.0mg of
onpenesieHne CisH13NO;3: C4H 1 1INO3 (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
o 33,0 Mr C15H13NO3'C4H11NO3
(keToponaka TpOMETaMHH) B 1 M.
12 Alcohol content / ItaHon 11.67 % From 10.60 % to 12.60 %. /

Ot 10,60 % 1o 12,60 %.

Remarks: The Product confirms to ND/
ITpumeuanue: [IpoaykT cooTBeTcTBYeT Tpebopanusam HJL

Conclusion: APPROVED /
Zaxmouenne: OJJOBPEHO

Prepared by / Checked by /
IMoarorosneno: Santosh ITpoeepeno: Pardeep Kumar

Kumar Maurya @)’ t

Approved by: Manager/Executive /
Opobpeno: Menemxep /
Abhishek Chauhan
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Reprint Date /
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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 w™Mn B aMmnylsl u3
CBETO3aLUTHOrO CTEKJa
kopuuHeBoro kiacca 1 (USP). B
BepXHE#l 4acTU aMIylbl HaHECEHBI
KOJIBLIO ¥ TO4YKa JuiA pasznoma. Ha
aMInyny HaKJIEHBAIOT 3THKETKY.

ITo 10 amnyn ¢ WHCTpYKLMEH IO
MIPUMEHEHHIO MOMEILAI0T
B [IBX/anoMuHKeBBId 61HCTED.

[To 1 6mucTepy B Mauky 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 patienl informalion
leaflet in a PVC/aluminum blister.

1 blisters in a carton pack;

For in-patient facilities: 2, 3, 5 blisters
in a carton pack. /

Ilo 1 wMnm B aMnoydasl U3
CBETO3AIIUTHOIO CTEKJIA KOPUYHEBOTO
WIH  TEMHO-KOPHYHEBOTO  LIBETA
knacca I (USP). B BepxHel uwactu
ammyjbl HaHeCeHbl KOJBLO M TOUYKa
[ist pasioma. Ha ammyny HakimenBaroT
STHKETKY.

[To 10 ammyn c HHCTpyKLHeH IO
MPUMEHEHUIO MOMELIA0T
B [IBX/anoMuHueBsIii GnucTep.

I[To 1 GnucTepy B MauKy KAPTOHHYIO;
Ui cTalloHapos: Mo 2, 3, 5
61UCTEPOB B NMa4Ky KapTOHHYIO.

[To 1 6nucTepy B NavKy KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootserctBuu ¢ HJI.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3aumineHHoM
OT CBETa MECTE IIpH Temreparype He oinie 25 °C. He 3aMmopaxuBaTs.

16 Shelf-life / Cpok rognoctu

3 years. / 3 roga.

Remarks: The Product confirms to ND/
IIpumeuanue: [IpoaykT cooTBeTcTBYeT TpeboBaHusM HJI

Conclusion: APPROVED /
3axmwouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: Santos [Tposepeno: Pardeep Kumar | Onobpeno: Menemkep / PykosoauTens
Kumar Maurya 4). % f Abhishek Chauhan
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API name / Haumenosanne A®C:

Ketorolac tromethamine / KeToposaka TpOMETaMuH

INN / MHH:

Ketorolac / Keroponak

API manufacturer batch number /
Homep cepun npousBoautens AQC:

ABQH005022

FP Manufacturer API Batch number /
Homep cepuu cybcranuuu npoussoautens [JIP:

FEQA00497

API Manufactured by & country /
ITpouseoautenb ADC, crpana:

Dr. Reddy's Laboratories Ltd., India /
JI-p Pennu'c Jlabopatopuc Jita., Uuauns

Remarks: The Product confirms to ND/
ITpumeyanne: [Tpoaykr coorpercTByeT Tpebosanuam HJL

Conclusion: APPROVED /
3axmiouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
INoarorosneHo: Santosh Iposepeno: Pardeep Kumar | Onobpeno: Menemxep /PykosoauTelnsb
Kumar Maurya \jﬁ/,) f Abhishek Chauhan /ﬂ
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