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

[IpoaykT: Keropon™ (keTtoposiak) pacTeop A BHYTPHBEHHOTO U BHYTPUMBILLICUHOrO BBE/ICHH, 30 mr/man
Batch No / 1 V220931 Batch Quantity / : 27272 7ampules /
Cepusn Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001629895 Date of Analysis / : 23.11.2022
|AHATHTUYECKHIi OTYeT Ne Jara anannza

Date of Manufacture / : Nov.2022 Date of Expiry / : Oct.2025

JlaTta npou3BoacTBa I'ogen a0

Analysis performed according ND / Ananus nposejen no H/L: JIT1-001365-170222
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[Mpo3pauHbiii OecUBETHLIN pacTBop.

1;.:) Test / [TokazaTeb Results / Pe3yabTaTtht Specification / Hopma
1 Description / Onucanue Clear  colorless solution. / | Clear colorless to pale yellow solution.

/ Tlpo3paudplii OGecUBETHBIH HIH
CBETNO-)KEThIH pacTBop.

2 Identification /
[ToaNMHHOCTDL

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) / Bpemena
YIEP)KUBAHUSL OCHOBHBIX INHKOB Ha
XpoMaTorpamme UCTIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHAM
yIEP)KUBAHUS OCHOBHBIX NMHYKOB Ha
XpoMarorpaMmme CTaHAAPTHOI'O
pacTBopa KeTopojaka TpoMeTaMHHa
174 HanpoKceHa (pa3men
«KonudecTseHHOE ONPENENIEHHE)

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
YAEPXMBAHUS OCHOBHBIX TIMKOB Ha
Xpomarorpamme UCITLITYEMOTO
pacTBOpa HOMKHEI COOTBETCTBOBAThH
BpEMEHaM YIEPXXUBAaHMA OCHOBHBIX
MHKOB Ha XpomaTorpaMme
CTAHAApPTHOTO PacTBOpa KEeTOponaka
TPOMETaMHHA M HaIpOKCeHa (paszen
«Konu4ecTBEHHOE OTIPEIETEHUEN)

3 Clarity / TIpo3paunocTh

Complies / COOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHuus
Ipenapata He JOJDKHA NPEBbILIATh
OTATIECLEHUUIO ATANIOHA cpARHAHUA T

4 Color / IIgeTHOCTDL 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu JuMHE BOJTHBI
430 uMm.

5 pH 7.32 From 6.9 t0 7.9./ 0Ot 6,9 m0 7,9.

Remarks: The Product confirms to ND/
Ipumeuanue: [Ipogykr cootseTcTByeT Tpebosanusm H/L

Conclusion: APPROVED /
3akmouenne: OJOBPEHO

Prepared by /
IToprorosneno: Ankaj Verma

A

Checked by /
IMpoeepeno: Naresh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykopoanTens

@7 Manoj Kumar h‘;ﬁi—"
o, i

Reprint Date /
Hata:23.11.2022

Reprint Date /
Hata: 23.11.2022

Reprint Date /
Jara : 23.11.2022
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

[MpoayKr: Keropon" (keToposiak) pacTsop Ui BHYTPHBEHHOIO W BHYTPUMbILIEYHOrO BBEACHNS, 30 mr/mn
Batch No / 1 V220931 Batch Quantity / : 272727ampules /
Cepusa Ne Oo6nem cepum 272727 amiivi
Analytical Report No / : 890001629895 Date of Analysis / : 23.11.2022
AHATHTHYECKH T oTHeT Ne Jlata apann3a
Date of Manufacture / : Nov.2022 Date of Expiry / : Oct.2025
Jata npon3BoicTBa Togen g0
Analysis performed according ND / Ananus nposegen no HJL: JI1-001365-170222
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6 Particulate matter / MexaHu4yeckHe BKIIOYEHUS
 6A Visible particles / Complies / CoOTBETCTBYET Should correspond to requirements. /
BunsMble 4acTULIbI B coOTBETCTBUH C TPEOOBAaHUSAMM.

6B Invisible particles /
Hesuaumbie YacTULBL:

i. Particles> 10 pm/ 88 not more than 6000 per ampoule /
YacTull pazMepoM > He 6onee 6000 Ha amnyy;
10 MKM
ii. particles > 25 pm/ 02 not more than 600 per ampoule /
YaCTHL pa3MEPOM > He 6onee 600 Ha amrTyITy.
25 MKM
7 Related substances / PoacTeeHnble NpUMecH
Impurity A / IIpumecs A 0.14% not more than 0.20 % / He Oomee
0,20 %;
Impurity B / I[Ipumecs B Below Limit of Detection (LOD=0.014%)/ | not more than 0.50 % / He Gonee
Hinke npeaena obuapyxetus (TIO = 0.014 %) 0.50 %:
Impurity C / [Tpumecs C Less than LOQ (LOQ = 0.033 %) / Hiwke not more than 0.50 % / He Oonee
npeaena Konu4eCTBEHHOro onpeneneHus 0 50 %

(IMTKO =0.033 %)

1 o
Impurity D / ITpumecs D Below Limit of Detection (LOD = 0.014 %) / not 1;)nore than 0.20 % / He Oonee
Hivke npenena o6uapyxenus (110 = 0.014 %) 0,20 %.

Any unspecified impurity / Not more than 0.20 % / He Gonee
EnunuuHas HeuaeHTUHULH- 0,20 %.
poBaHHas IIpUMECh 0.07%
Total impurities / Cymma 0.26% Not more than 1.50 % / He 6onee
npuMeceit 1,50 %.
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
Ipumeuanne: [IponykT coorsercTByeT Tpedosanusm HJT 3axmouenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[oaroroeneHo: Ankaj Verma [Mposepeno: Naresh Kumar Onobpeno: Menemxkep / PykogoanTeins
) @:, Manoj Kumar ""IM‘
A < !
Reprint Date / Reprint Date / Reprint Date /
Jara:23.11.2022 Hara: 23.11.2022 Jara:23.11.2022
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

Tlpoaykr: Kertopon" (keToponak) pacTsop /Ui BHYTPHBEHHOI0 M BHYTPUMbBILICYHOTO BECACHHA, 30 mr/mn
Batch No/ : V220931 Batch Quantity / : 272727ampules /
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Date of Manufacture / : Nov.2022 Date of Expiry / : Oct.2025

JlaTa npou3BoOACTBA Foxen 10

Analysis performed according ND / Anaaus nposeaen mo HJI: JITT-001365-170222
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8 Extractable volume /
U3Bekaemblii 00bem

1.0ml/ 1.0 Mn

Not less than label claim (1.0 mL) /
He menee HomuHansHOTO (1,0 M)

9 Bacterial endotoxins /
bakrepuajibhblie
IHAOTOKCHHBI

<=0.725 EU/mg /
<=0.725 ED/mr

Not more than 5.8 EU/mg of ketorolac
tromethamine. / He 6Gonee 5,8 ED/Mr
KEeTOpoJiaKa TPOMETaMHHa.

10 Sterility (every 15th batch) /
CTepHIbLHOCTD (47151 KaXKA0H
15-oit cepun)

COMPLIES

Must be sterile. / [lomken ObITbh
CTEPWITLHBIM.

11 Assay / KosinuecTBeHHOE 29.66 mg/29.66 Mr From 270mg to 33.0mg of
omnpeaeieHue C1sH13NO3- C4H 1 NO3 (ketorolac
tromethamine) per 1 mL./ Ot 27,0 mr
g0 33,0wmr CsH;3NO3-C4H11NO;
(xeTopoiiaka TpOMETaMKH) B 1 MIL
12 Alcohol content / ITano From 10.60 % to 12.60 %. /

11.35%

Ot 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/
IIpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanuam HJL

Conclusion: APPROVED /
Zaxmouenune: OJJOBPEHO

Prepared by /
IMoarorosneHo: Ankaj Verma

K-

Checked by /
IMposepeno: Naresh Kumar

Approved by: Manager/Executive /
Opno6peHo: Menemxkep / Pykosoauresis
Manoj Kumar 8 '
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Reprint Date /
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
 IMpoayxr: Keropon" (keTopoak) pacTsop s BHYTPHBEHHOTO W BHYTPUMEILIEHHOrO BECACHNA, 30 mr/mn
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13 Packaging / Ynakoska

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. /

Illo 1 w™Ma B amoyissl ©3
CBETO3ALUTHOTO CTexIa
kopuunesoro knacca I (USP). B
BEpXHEH YacTH aMIyJjibl HaHECEHBI
KONBLO M TOYka Ajs pasoma. Ha
amInyJry HakJeHBarOT STUKETKY.

ITo 10 amMmyn ¢ HHCTpYKLHMEH IO
NpHUMEHEHHIO MOMELLAIOT
B [IBX/antoMuBueBbIH ONUCTED.

ITo 1 GnucTepy B MauKy KapTOHHYO.

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. /

flo 1 wMn1 B aMnyns  H3
CBETO3ALIMTHOI0 CTEKJIa KOPUIHEBOTO
WIM  TEMHO-KOpWUYHEBOTO  IBETa
knacca 1 (USP). B Bepxdelh 4yacTy
aMmyJibl HaHECEHBI KONBbLO M TOYKA
1715 pasioma. Ha amnysly HakneuBaioT

ITHKETKY.
[To 10 ammyyT ¢ HUHCTPYKLMEH IIO
MPUMCHEHHUIO TNoMeIaT

B TIBX/anmoMHHUEBbI} OIUCTED.

o 1 6nucTepy B MauKy KapTOHHYIO;
UIA  cTaldoHapos: 1mo 2, 3, 5
O6NUCTEPOB B MTAYKy KAPTOHHYIO.

14 Labelling / MapknpoBKa

According to ND / B cooterctauu ¢ HJI.

15 Storage conditions /
XpaneHue

In a place protected from light below 25 °C. Do not freeze. / B 3amuiieHHOM
0T CRETA MECTe MK TemMnepaTtype He Bhile 25 °C. He 3amopaxuBaTh.

16 Shelf-life / Cpox roaHocTH

3 years. / 3 roza.

Remarks: The Product confirms to ND/
Ipumeuanue: [Tpoaykr cootBeTcTBYeT Tpebopanusam HJI

Conclusion: APPROVED /
3axmwouenne: OJJOBPEHO

Prepared by /
Ioarorosneno: Ankaj Verma
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IMpoeepeno: Naresh Kumar
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Approved by: Manager/Executive /
Onobpeno: Menemikep / Pykopoauresns
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