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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : /

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

[pogykT: Keropon® (keToponak) pacTBOp [t BHYTPUBEHHOIO U BHYTPHMbIIIEUHOTO BBEACHHS, 30 MI/Mn
Batch No / : V240165 Batch Quantity / : 272727 ampules /
Cepus Ne O6bem cepln 272727 aMnyal
Analytical Report No / : 040002463210 Date of Analysis / : 27.03.2024
AHanuTu4eckKHil oTueT Ne Jara anajn3za
Date of Manufacture / : 03/2024 Date of Expiry / : 02/2027
JaTa npou3BoACTBA T'ogen pno

Analysis performed according ND / Ananns nposenen mo HJI: JII1-001365-170222

Pagelof5/Crp. 1m35

1}00 Test / IlokasaTennb Results / Pe3yabTaThl Specification / Hopma
1 Description / Onucanune Clear  colorless  solution. / | Clear colorless to pale yellow solution.
Ipo3pauHslif 6ECUBETHBINA pacTBOD /  Tlpo3pauHblii OGeCLBETHBIN MM
CBETJIO-KENTHIH pacTBop.
2 Identification / The retention times of the main | The retention times of the main peaks
[oannHHOCTB 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
yIEep>KUBAaHUsI OCHOBHBIX ITMKOB Ha | YIEPXKHBAHUA OCHOBHBIX [HKOB Ha
XpoMaTorpamme HCIIHITYEMOTO | XpOMaTorpamMMe UCOBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpeMeHaM | pacTBopa MOKHEI COOTBETCTBOBATh
yAEpPXXMBAHHS OCHOBHBIX NHMKOB Ha | BpEMEHaM YAEPKHBAHMA OCHOBHBIX
XpoMaTorpamme CTaHOAPTHOrO | IIMKOB Ha XpoMaTorpamMmme
pacTBOpa KeTopoJjiaka TPOMETaMHHa | CTaHAapTHOTO pacTBOpa KeTopojaka
%4 HanpoKkceHa (pasmen | TpoMeTaMWHA M HanpoKceHa (pasmien
«KOoJIM1eCTBEHHOE OIPEIeIEHHEY) «Komu4ecTBEHHOE ONpeeTCHUED)

3 Clarity / IIpo3pa4HocTh Complies / CoOTBETCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / Onanecuenuus
npenaparta He J0JKHA NPEeBbIIaTh
OmaiieCleHUMIO ITaJIOHa cpaBHEHHA L.

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

He 6onee 0,20 npu [UIHHE BOJIHEL
430 BM.
5 pH 7.35 From 6.9t0 7.9./0t16,9 00 7,9.
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IMpumeuanue: ITponykt coorBeTcTBYeT TpeboaHusM HJI
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6 Particulate matter / MexannueckHe BKJIKYEHUSA

6A Visible particles /
Buagumeie 4yacTHLBI

Complies / CooTBETCTBYET

Should correspond to requirements. /
B cooTBETCTBUH C TPEOOBAHUAMU.

6B Invisible particles /
HeBuanMbie YyacTHLbL:

1. Particles > 10 pm / 30 not more than 6000 per ampoule /
YacTui pasMepom > He 6onee 6000 Ha ammyJy;
10 MxMm
ii. particles>25 um/ 00 not more than 600 per ampoule /
YacTHL pa3Mepom > He 6oiee 600 Ha ammyITy.
25 MKM
7 Related substances / PoacTeennsie npumecu
Impurity A / [lpumecs A 0.15% not more than 0.20 % / He Oonee
0,20 %;
Impurity B / Ilpumece B Below LOD (LOD = 0.014 %) / not more than 0.50 % / He Gonee
Huxe npeznena o6Hapyxenus (ITO 0,50 %;
=0.014 %)
Impurity C / ITpumecs C not more than 0.50 % / He Oonee
Below LOQ (LOQ = 0.033%) / 0,50 %;
Hibke npezena KOTHYECTBEHHOTO
Impurity D / TIpamecs D onpeaencuus (ITKO = 0.033 %) not more than 0.20 % / He Gonee
0,
Below LOD (LOD = 0.014 %)/ | 220%
Huxe npenena o6xapyxenus (1O
=0.014 %)
Any unspecified impurity / Not more than 0.20 % / He Gonee
EaunugHas HeWICHTHOULIN- 0.05% 0,20 %.

poBaHHas IIPUMECH
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Total impurities / Cymma 0.20% Not more than 1.50 % / He 6onee
npuMecei 1,50 %.

8 Extractable volume / 1.0 ml/ 1.0 M Not less than label claim (1.0 mL}) /
H3enexaemslii 00bem He menee nomunansoro (1,0 mn)

9 Bacterial endotoxins / <=(.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepuanbHble <=0.725 EB/mr tromethamine. / He 6onee 5,8 ED/Mr
IHAOTOKCHHBI KETOpOJiaKka TpPOMeTaMHHa.

10 Sterility (every 15th batch) / NA Must be sterile. / JomxeH O6biTh
CTepHABHOCTD (M1 KaxAoi CTEPWIBHBIM.
15-oii cepun)

11 Assay / KosinuecTBeHHOE 29.82 mg/ 29.82 mr From 270mg to 330mg of
onpeesieHUe CisH13NO3- C4H11NO; (ketorolac

tromethamine) per 1 mL. / Ot 27,0 Mr
p1(o] 33,0 MI C15H13NO3'C4H11NO3
(keToponaka TpOMeTaMuH) B 1 MJL.

12 Alcohol content / ITanon 11.38 % From 10.60 % to 12.60 %. /
Ot 10,60 % mo 12,60 %.

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
[Tpumeuanue: IIpoayKkT cOOTBETCTBYET Tpebosanmsam HT 3axkmouenne: OJJOGPEHO
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13 Packaging / YnakoBka

ampoule.
10 ampoules and

PVC/aluminum blister.

CBCTO3alIITUTHOTO

TPUMEHEHHIO
B [IBX/anroMunMeBbIit

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.

a patient | 10 ampoules and a patient information

information leaflet in

1 blisters in a carton pack. /
Ilo 1 w™Mn B aMnoyisl

a | leafletin a PVC/aluminum blister.
1 blisters in a carton pack;
For in-patient facilities: 2, 3, 5 blisters

u3 | ina carton pack./

crexia | lo 1 Mo B ammynsl  u3

kopuyHeporo knacca I (USP). B | cBeTO3alIMTHOrO CTEKNIA KOPHYHEBOTO
BEpXHEH YacTH aMIyjibl HaHECEHbl | WIM  TEMHO-KOPHYHEBOTO  IIBETa
KONBLIO M TOYKa mns pasnoma. Ha | wmacca I (USP). B BepxHeli vactd
aMIyJly HakJIEUBAKT STHKETKY.
Mo 10 amnyn ¢ uHCTpyKUMeidl mo | i pasinoma. Ha amnyny HakjeuBaioT

aMITyJibl HaHCCCHBI KONMBLO W TOYKa

MOMEILAIOT JTUKETKY.

onucrep.

[To 10 amnyn ¢ UHCTpYKIUeH [10

ITo 1 GnucTepy B NauKy KAPTOHHYI0. | NPUMEHEHHIO MOMEILAI0T

B [IBX/amoMuHueBBIH ONHCTED.

[To 1 GiucTepy B MauyKy KapTOHHYIO;
I cTalluoHapoB: mo 2, 3, 5
6a1CcTEPOB B IaYKy KAPTOHHYIO.

ITo 1 6nucTepy B Nauky KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootsercreuu ¢ HJI.

15 Storage conditions /
XpaHenue

In a place protected from light below 25 °C. Do not freeze. / B 3a1uuiueHHOM
OT CBeTa MecTe Ipu TeMriepatype He Bblie 25 °C. He 3aMopaxuBaTh.

16 Shelf-life / Cpok rogHocTu

3 years. / 3 rona.
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Homcp cepun cybeTanuuu npoussoautens LJID:

API name / HaumenoBanue A®C: Ketorolac tromethamine / KeTtoposiaka TpOMeTaMUH
INN / MHH: Ketorolac / Ketoposiak

API manufacturer batch number /

Homep cepun npoussoantens ADC: ABQH005596

FP Manufacturer API Batch number / FEQA00499

API Manufactured by & country /
Ipoussoautesb ADC, crpaHa:

Dr. Reddy's Laboratories Ltd., India /
J-p Peru'c JlabopaTopuc Jita., Muaus
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