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Tpoaykr: Keropon™ (keToponak) pacTsop /1A BHYTPHBEHHOrO H BH)’[‘[JHMBI[IJIE‘-IIYOFO BBeeHHd, 30 Mr/mi
Batch No / : V220285 Batch Quantity / : 27272 7ampules /
Cepus Ne Oonem cepun 272727 amnyn |
Analytical Report No / : 890001594157 Date of Analysis / : 31.05.2022
AHajuTH4ecKHil oTueT Ne JlaTa anaau3a
Date of Manufacture / : May.2022 Date of Expiry / : APR.2025
JlaTa npoH3BOACTBA I'ogen xo
Analysis performed according ND / Ananus nposenen mo HJI: JIIT1-001365-170222
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1;.3 Test / [Toxasarensb Results / Pe3yabTaThl Specification / Hopma
1 Description / Onucanue Clear  colorless  solution. / | Clear colorless to pale yellow solution.
[Mpo3pauHnlii 6ecuBeTHbI pacTBOp. /  Tlpo3zpauHblii OecLBETHBIH WU
CBETJIO-XKEITBIN pacTBop.

2 Identification / The retention times of the main | The retention times of the main peaks
MoanuuHOCTH 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 Kketorolac tromethamine and | ketorolac tromethamine and naproxen
naproxen (Assay section) / BpemeHa | (Assay section) / Bpemena
yIepKHUBaHHA OCHOBHEIX NHKOB Ha | YyAep)KUBaHMS OCHOBHBIX IIMKOB Ha
XpoMaTorpamme UCMBITYEMOrO | XpoMmarorpamme UCIILITYEMOTO
pacTBopa COOTBETCTBYIOT BpeMEeHaM | pacTBopa JOJKHbl COOTBETCTBOBATh
YIEPKUBAHUS OCHOBHBIX TIHKOB Ha | BpeMeHaM YAEPKMBaHUA OCHOBHBIX
XpOMaTorpaMme CTaHJapTHOTO | ITMKOB Ha XpOMaTorpamMmme
pacTBopa KeTopoJiaka TPOMETaMMHa | CTaHAApTHOIO pacTBOpa KeTopoJlaka
U HampoKceHa (pasmen | TpoMeTaMHMHa M HampoKceHa (pas3ien

«KonuuecTBeHHOE ONpEneneHUEN) «KONMYeCTBEHHOE OMPENENCHUEY)

3 Clarity / IIpo3pa4HocTh Complies / CooTBETCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuust
nperapara He AOJDKHa NPEBBILIAT
OMANECIEH IO 3TAJIOHA CpaBHEHMS 1.

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

He 6onee 0,20 npu 1yiuHe BOIHELI
430 HM.
5 pH 7.28 From 6.9 t0 7.9. /01 6,9 no 7.9.

Remarks : The Product confirms to ND/
[Mpumeuanue: [TpoaykT cooTBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3axawuenne: OQJIOBPEHO

Prepared by /
[Toarorosneno: Pardeep Kumar
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Checked by /

IIposepeHo: Ra

Iieev Gandhi Onobpeno: MeHeﬂj / PykoBoauTenb
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Approved by: Manager/Executive /

Pawan Kumar

Reprint Date /
Jlara: 31.05.2022

Reprint Date /

Hara: 31.05.2022

Reprint Date /
Jara : 31.05.2022
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Product:/ _ Ketorol (Ketorolac) solution for intravenous and intramuscti#hf 1iffe@A688 “50HhHnl
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Batch No / : V220285 Batch Quantity / : 272727ampules /
Cepus Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001594157 Date of Analysis / : 31.05.2022
AHaauTH4ecKHuii oTyeT Ne JlaTa anannza
Date of Manufacture / : May.2022 Date of Expiry / : APR.2025
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Analysis performed according ND / Auanus nposeaed no HJI: JIIT1-001365-170222

Page 2 of 4/ C1p. 2 u3 4

6 Particulate matter / MexaHH4YecKHe BKJIIOYEHHS
6A Visible particles / Complies / CooTBETCTBYET Should correspond to requirements. /
Braumble 4acTHIIBI B cooTBeTCTBHU ¢ TPeGOBaHUAMH.
6B Invisible particles /
HeBuauMble 4aCTHLBI:
i. Particles> 10 pm/ 420 not more than 6000 per ampoule /
YacTULl pazMepoM > He 6onee 6000 Ha amnyny;
10 Mmxm
ii. particles > 25 pm/ 18 not more than 600 per ampoule /
YacTuUl| pa3sMePOM > He 6onee 600 Ha ammymy.
25 MKM
7 Related substances / PoacTBenHbIe IpUMecH
Impurity A / [Ipumecs A 0.16 % not more than 0.20 % / He 6osee
0,20 %;
Impurity B / TTpumecs B Lalieuice By BUE B EGE not more than 0.50% / ne 6omee
0,50 %;
Impurity C / [Tpumecs C Iagsezgzn:;gﬁ é[c_r(;g;oor.(()) ﬁ:&éﬁ:ﬁ: not more than 0.50 % / He Gonee
(TTKO = 0.033 %) 0,50 %;
Impurity D / [Ipumecs D Below limit of detection (LOD = 0.014 %) / not more than 0.20% / He 6onee
Huie Npenena KONHYECTBEHHOTO 0,20 %.
onpeaenexus (ITKO = 0.014 %)
Any unspecified impurity / Not more than 0.20 % / He 6oinee
EnuHU4Has HenaeHTUGULM- 0.07% 0,20 %.
pPOBaHHAs MPUMECH
Total impurities / Cymma 0.33% Not more than 1.50 % / He Oonee
npuMeceit 1,50 %.
8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /
HUzBnexaembliii 00bem He menee nomuHaneHoro (1,0 mi)

Remarks : The Product confirms to ND/
IMpumeuanue: [Tpoaykt coorBeTCcTBYET TpeboBaHusaM H/I

Conclusion : APPROVED /
3axnouenue: OJJOBPEHO

Prepared by /
IMoarororneno: Pardeep Kumar

Checked by /
Iposepeno: Rajeey Gandhi
\

o

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pyxoronurens
Pawan Kumar

Reprint Date /
Jara: 31.05.2022

Reprint Date /
Hara: 31.05.2022

Reprint Date /
Hara : 31.05.2022
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Analysis performed according ND / Anann3 nposeaen mo HJL: JII1-001365-170222
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9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepuanbHbIe <=0.725 ED/Mr tromethamine. / He 6onee 5,8 E3/mr
IH/IOTOKCHHBI KeTopoJlaka TpOMETaMHHa.

10 Sterility (every 15th batch) / Complies / Ctepunex Must be sterile. / Jlomxen ObiTh
CTepuILHOCTD (AJIS1 KamI0H CTEPWIBLHBIM.
15-0ii cepum)

11 Assay / KosuyecTBeHHOE 29.65mg / 29.65Mr From 270mg to 33.0mg of

omnpeneieHue CisH13NO3- C4H1 1 NOs (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
pifs) 33,0 M C15H13N03'C4H11NO3
(keToposaka TPOMETaMUH) B 1 ML
12 Alcohol content / ITaHon 11.37 % From 10.60 % to 12.60 %. /
Ot 10,60 % no 12,60 %.

Remarks : The Product confirms to ND/
ITpumeuanue: [Tpogykt coorBeTcTBYeT TpeboBanuam HJI

Conclusion : APPROVED /
3akawyenne: OJOBPEHO

Prepared by /
IToarororsieHo: Pardeep Kumar
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[TpoBepeHo: Raj;\e\f Gandhi
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Product : /

Ketorol (Ketorolac) solution for intravenous and intramuscuBr fifjecaons,”S0hg/ml
Ketopon" (keroposnak) pacTsop Uil BHYTPHBEHHOIO U sy Tpilis FARYS6 Beenenns, 30 mr/mn

AHauTuueckHuii oruer Ne

JaTta anaauza

Hpoaykr:

Batch No / : V220285 Batch Quantity / : 272727ampules /
Cepus Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001594157 Date of Analysis / : 31.05.2022

Date of Manufacture /
Jara npou3BoacTBa

: May.2022

Tonen no

Date of Expiry / : APR.2025

Analysis performed according ND / Ananns nposegen mo HJL: JIT1-001365-170222
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13

Packaging / YnakoBska

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 wMn B amMmoynsl U3
CBETO3aLMTHOTO cTeKia
xopuuHeBoro kiacca I (USP). B
BEpXHEH 4acTH amIiysibl HaHECEHBI
KONBIIO W TOYKa Juisi pasnoMa. Ha
aMITy/y HaKJIEHBAIOT STUKETKY.

ITo 10 ammyn ¢ HMHCTpYKLHeH 10
NpHUMEHEHUIO NOMEIIAoT
B IIBX/anoMuHueBblit 61ucTep.

[To 1 6nucTepy B NauyKy 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. /

Ilo 1 M1 B aMiylsl U3
CBETO3AILIUTHOTO CTEKJIA KOPUYHEBOTO
WM  TEMHO-KOPUYHEBOTO  LIBETa
kiacca 1 (USP). B BepxHeilt yactu
aMIyIsl HaHECEHB! KONBLO H TOYKa
10 paznoma. Ha amnyny HaloleHBaioT
ITHUKETKY.

I[Io 10 ammyn ¢ MHCTpYKLMEH 110
NPHUMEHEHUIO [OMEILAIOT
B [IBX/amomMuHueBbIf OUCTED.

ITo 1 6nucTepy B Nauky KapTOHHYIO;
o ctanuoHapoB: mo 2, 3, 5
6JIMCTEPOB B NAYKY KapTOHHYIO.

14

Labelling / MapkunpoBka

According to ND / B cootBetcTeuu ¢ H/I.

15

Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3aiiuiieHHOM
OT CBETa MecTe NMpH TeMreparype He Belille 25 °C. He 3amopaxuBars.

16

Shelf-life / Cpox rogHocTH

3 years. / 3 rona.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Tpoaykr coorBeTcTBYeT TpeboBaHusaM HJT 3axmwouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneno: Pardeep Kumar | [Ipoepeno: Rajecy Gandhi Onobpeno: Menemxep / PykoBoaurens
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