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Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykT: Keropon” (keroponak) pacTBOp Uisi BHYTPUBEHHOI'O U BHYTPUMBIILEYHOTO BBEACHUS, 30 Mr/Mn
Batch No / + V211289 Batch Quantity / : 2,09,090 ampules /
Cepnsa Ne O0Bem cepru 2,09,090 ammyn
Analytical Report No / : 890001561386 Date of Analysis / : 09.12.2021
AHaauTHIeCKH# oTueT No Jlata anannza
Date of Manufacture / : NOV-2021 Date of Expiry / : OCT-2024
Jata npou3BoacTsa T'onen a0
Analysis performed according ND / Anann3 nposexen mo HJI: JITT-001365-231118 (amend Ne 1 from
14.01.2020 /u3m.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /u3m.Ne 2 ot 24.08.2020)
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IIpo3pauHsiii, OecuBETHEI pacTBOP.

1;00 Test / [Tokasarenb Results / PesynbTaThl Specification / Hopma
1 Description / Onucanue Clear colorless solution. / | Clear, colorless to pale yellow

solution. / ITpo3pauHslii, 6ecuBeTHLIH
WM CBETIIO-XKEITHIH pacTBOp.

2 Identification /
IMoaIHHHOCTH

The retention times of the main
peaks in the chromatogram of test
solution correspond to those in the
chromatogram of ketorolac
tromethamine and naproxen
reference standards solution (Assay
section) / BpemeHa ynaepxuBaHus
OCHOBHBIX MHKOB Ha
XpoMaTorpaMmme HCIIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpeMeHaM
YIEP)KHBAaHUS OCHOBHBIX MHKOB Ha
XpOMaTorpaMmme pacTBopa
CTaHIAPTHBIX 00pa3L0B KeTOpoaka
TPOMETaMUHA ¥ HalPOKCeHa (pas e
«KonHyecTBEHHOE OMpeIe/ICHHEN)

The retention times of the main peaks
in the chromatogram of test solution
should correspond to those in the
chromatogram of ketorolac
tromethamine and naproxen reference
standards solution (Assay section) /
BpeMeHa yIepKHBaHUS OCHOBHBIX
THKOB Ha XpoMarorpamme
UCTIBITYEMOTO  pacTBOpa  JOJDKHBI
COOTBETCTBOBATD BpeMeHaM
YIep)KHUBAaHUA OCHOBHEIX IIMKOB Ha
XpoMaTtorpamme pacTBopa
CTaHNApTHHIX 0O0pa3LoB KETOpOnaKa
TpoMeTaMKUHa U HampoKceHa (paszen
«KonuuectreHHOE onpeneeHHE)

3 Clarity / llpo3pauHocTb

Complies / CooTBeTCTRYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnaniecueHiys
npenapara He NOJDKHA [peBbIUIaTh
ONaJIECHEHIIMIO 3TAJIOHA CpaBHEHUS .

4 Color / IlpeTHOCTH 0.039 Abs Not more than 0.20 at 430 nm /
He 6onee 0,20 npu 1iMHE BOJIHBI
430 M

5 pH 7.25 Between 6.9 and 7.9/ 6,9 — 7,9

Remarks : The Product confirms to ND/
ITpumeuanue: [Ipoaykr coorBeTcTBYET TpeboBaHuam HJI

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by /
Iloarorosneno: Pardeep Kumar

Checked by /
ITporepeno: Himesh Kumar

Approved by: Manager/Executive /

Onobpeno: Menemwiep / PykoBonurens
— Pawan Kumar )é’ )

Reprint Date /
Hara: 09.12.2021

Print Date /
Hara: 09.12.2021

Print Date /
Jara: 09.12.2021
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

Ipoaykr: Ketopoa™ (keToponak) pacTeop Ajisi BHYTPHBEHHOIO ¥ BHYTPHMbILICYHOTO BBEACHNA, 30 mr/mn
Batch No / : V211289 Batch Quantity / : 2,09,090 ampules /
Cepus Ne Oo6bem cepun 2,09,090 amnyn
Analytical Report No / : 890001561386 Date of Analysis / : 09.12.2021
AnanuTHYecKHii 0TYeT Ne JlaTa ananmn3a

Date of Manufacture / : NOV-2021 Date of Expiry/ : OCT-2024

JaTa npou3BoacTBa T'onen no

Analysis performed according ND / Anaaus nposeaen no HJI: JI[1-001365-231118 (amend Ne 1 from
14.01.2020 /uam.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /uzm.Ne 2 ot 24.08.2020)

Page 2 of 4/ Ctp. 2 3 4
6 Particulate matter / MexaHu4ecKue BKJIIOYEHNUS
6A Visible particles / Complies / CooTBETCTBYET Should correspond to requirements /
Bupaumele yacTuilpl B cooTBeTcTBUH ¢ TpeOOBAaHUAMU
6B Invisible particles /
HeBuauMbie 4acTHIIBE
i. Particles> 10 pm/ 100 Not more than 6000 per ampoule /
Yacruiipl pa3MepoM > He 6onee 6000 Ha amtyny;
10 mxm
ii. Particles>25 um/ 3 Not more than 600 per ampoule /
YacTuupl pasMepoM > He 6onee 600 Ha ammyiy.
25 MKM
7 Related substances / PoacTsenanble npumMecH
Impurity A / [Tpumecs A 0.15% Not more than 0.20 % / He 6oxee
0,20 %
Impurity B / [Ipumecs B Not Detected Not more than 0.50 % / He 6osee
0,50 %
Impurity C / Ilpumecs C Less than LOQ (0.033%) Not more than 0.50 % / He 6onee
' 0,50 %
Impurity D / [IpumMecs D Not more than 0.20 % / He 6osee
BDL (Disregard Area 1761) 0,20 %
Any unspecified impurity / Not more than 0.20 % / He 6onee
EnuHu4HasA HeUNEHTUPHIIN- 0.05% 0,20 %
pPOBaHHas MPUMECh
Total impurities / CymMa 0.20 % Not more than 1.50 % / He 6osee
mpuMeceii 1,50 %

Remarks : The Product confirms to ND/
[Tpumeuanue: [poayKT COOTBETCTBYET TpebopanusM HJI

Conclusion : APPROVED /
3axmnouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

[Toarotosneno: Pardeep Kumar | ITposepeno: Himesh Kumar | Ono6peno: Menemkep / Pykosonuresns
! NP, Pawan Kumar /%_\/

Reprint Date / Print Date / Print Date /

Hara: 09.12.2021

Jlarta: 09.12.2021

Hata: 09.12.2021
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

IIponykr: Kertopon® (keToposak) pacTBOp Al BHYTPHBEHHOTO M BHYTPMMBIIIEYHOrO BBEACHHA, 30 Mr/mn
Batch No / : V211289 Batch Quantity / :+ 2,09,090 ampules /
Cepust Ne O6bem cepun 2,09,090 ammyn
Analytical Report No / : 890001561386 Date of Analysis / : 09.12.2021
AHAJUTHYECKHH 0TueT Ne JlaTra ananuza

Date of Manufacture / : NOV-2021 Date of Expiry / : OCT-2024

JlaTa mpou3BOACTBA T'ogen no

Analysis performed according ND / Ananns nposexen mo HJI: JI[1-001365-231118 (amend Ne 1 from
14.01.2020 /u3am.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /uzm.Ne 2 ot 24.08.2020)
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8 Extractable volume / 1.1ml/1.1 mn Not less than label claim (1.0 mL) /
Hseaexaemblii 06beM He meHee HoMHHaIBHOTO (1,0 M)

9 Bacterial endotoxins / <=0.725EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepHaabHble <=0.725E3/mr tromethamine / He 6onee 5,8 EQ/mr
HIOTOKCHUHBI KETOpoJIaka TPOMETaMHHa

10 Sterility / CrepuibHOCTB Complies / CrepuneH Should be sterile / Ctepunen

11 Assay / Konu4yecTBeHHOE onpefe/ieHue
a) Ketorolac tromethamine / 29.82 mg /29.82 Mr From 27.0mg to 33.0mg of

Ketoposnaka TpoMeTaMHH Ci5H13NO3-C4H ;1 NO3 (ketorolac
tromethamine) per 1 mL / Ot 27,0 mr
oo 33,0 Mr C15H13NO3‘C4H11NO3
(keToponaka TpoMeTaMuH) B 1 Mn

b) Sodium chloride / Hatpus 4.33 mg/mL / 4.33 mr/mn Between 4.2 mg/mL and 4.5 mg/mL /
XJIOpHL Ot 4,2 Mr/mn pio 4,5 mr/mn
12 Alcohol content / ITaHon 11.66 % Between 10.60 % and 12.60 %/

Or 10,60 % mo 12,60 %

Remarks : The Product confirms to ND/
[Mpumeuanue: [IpoaykT coorseTcTByeT Tpebosanusm HJL

Conclusion : APPROVED /
3axawuenne: OJOBPEHO

Prepared by /
[Togroroeneno: Pardeep Kumar

(-

Checked by /
Ilposepeno; Himesh Kumar

—
e

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / PykosoauTenn

Pawan Kumar )?\_,

Reprint Date /
Hara: 09.12.2021

Print Date /
Hara: 09.12.2021

Print Date / !
Jlara: 09.12.2021
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

HpoayxT: Keropon™ (keroposak) pacTop il BHYTPHBEHHOIO M BHYTPHMBILLCHHOTO BBEACHNA, 30 mr/mn
Batch No / : V211289 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O6bem cepun 2,09,090 ammyt
Analytical Report No / : 890001561386 Date of Analysis / : 09.12.2021
AnagaTndyeckuii oryet Ne Jdara ananansa

Date of Manufacture / : NOV-2021 Date of Expiry / : OCT-2024

JlaTa npon3BOACTRA Togen g0

Analysis performed according ND / Anann3 nposenen no HJI: JIT1-001365-231118 (amend Ne 1 from
14.01.2020 /u3m.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /u3m.Ne 2 ot 24.08.2020)
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13 Packaging / YnakoBka

1 mL in class I 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.

m

ITo 1 Mn B aMIyJbl M3 TEMHOTO
crexna knacca I (USP). B Bepxnei
YACTH aMIyJbl HAHECEHBI KOJbIO H
Touka i pasnoma. Ha amnymy
HAKIIEHBAIOT 3THKETKY.

ITo 10 ammyn ¢ WHCTpYKUHEH IO
NPHUMEHEHHIO [OMELIAI0T
B [IBX/amoMUHHEBbIH OIHCTED.

Mo 1 6nucTtepy B MaYKy KapTOHHYIO.

1 mL in class I 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.

ITo 1 M B aMIyJIbl U3 TEMHOI'O CTEKIIA
xnacca I (USP). B BepxHel yacTu
aMITyJibl HaHeCEHBl KOJBLUO U TOYKa
JUist paznoMa. Ha aMmyiry HaKJIeHBaroT

STHKETKY.
Mo 10 ammyn ¢ WMHCTPYKLMEH IO
NPUMEHEHUIO MOMELLAIOT

B [IBX/amomMuHKeBbIH 6NHCTED.

Ilo 1 6nucTepy B MAUKY KapTOHHYIO;
i1 cTaudoHapos: mno 2, 3, 5
GIMCTEPOB B IAYKy KAPTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootsetcTBun ¢ HJI.

15 Storage conditions /
Xpanenue

In a place protected from light below 25 °C. Do not freeze. / B 3awuineHHoM
OT cBETa MeCTe IpH TeMmrepaType He Boiile 25 °C. He 3aMOpaXkHBaTh.

16 Shelf-life / Cpox roaocTu

3 years / 3 roga.

Remarks : The Product confirms to ND/
[Ipumeuanue: [Ipoaykt cooTBeTcTBYET TpeboBanuam HJ

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
Toarorosneno: Pardeep Kumar

L

Checked by /
IMposepeno: Himesh Kumar

ol

Approved by: Manager/Executive /
Onob6peno: Menemxep / Pykosoauresb

Pawan Kumar 4/

Reprint Date /
Hara: 09.12.2021

Print Date /
Jara: 09.12.2021

Print Date /
Hara: 09.12.2021
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