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CEPTUDPUKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml ]
IIpoaykT: Kertopon" (keToposiak) pacTBop st BHYTPUBEHHOTO U BHYTPUMBbILLIEYHOrO BBEACHNS, 30 MI/ma
Batch No / 1 V230037 Batch Quantity / : 272727ampules /
Cepus Ne O6neM cepin 272727 amnyn
Analytical Report No / : 890001643150 Date of Analysis / : 31.01.2023
AHandTHyeckuii oT9eT No Jara anaausa
Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2025
Jlara npon3BoacTBa TI'open xo
Analysis performed according ND / Ananuz nposenen mo HJI: JII1-001365-170222
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[Ipo3paunslif CBETJIO-XKENTHI

pacTeop.

NN? Test / Tloka3zateanb Results / Pe3yabTaTbl Specification / Hopma
1 Description / Onucanue Clear light yellow solution. / | Clear colorless to pale yellow solution.

/ Tlpo3pauHblii OeCUBETHBIN  WJIH
CBETJIO-KENTBIA PAacTBOP.

2 Identification /
IMoanuHHOCTL

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)KHUBAHUSI OCHOBHBIX NMHKOB Ha
XpoMarorpamme UCTIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BPEMEHAM
yIOEpPXUBAHUSA OCHOBHBIX NHMKOB Ha
XpOMaTorpamme CTaHAapTHOTO
pacTBopa KeTopojaka TpOMETaMUHa
i HanpoKCceHa (pasnen
«KonMuecTBEHHOE OTIpeNieIeHHEN)

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
yIepXKNBaHWS OCHOBHBIX [IHKOB Ha
XpoMaTorpaMmme UCOBITYEMOTO
pacTBopa IOJ/DKHbI COOTBETCTBOBATh
BpeMeHaM YNEepKHBAaHHMA OCHOBHBIX
MIHKOB Ha XpomaTrorpamMme
CTAQHJAPTHOTO PAcTBOPa KeTopoJaka
TpPOMETaMMHa U HalpoKceHa (pasien
«KonniecTBEHHOE OTIPEAEICHHE)

3 Clarity / IIpo3payHocTb

Complies / CooTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHIUsA
npenapara He A0JKHa [IPEBBIIIATD
OTNaNeCIEHIHIO 3TaloHa cpaBHeHus L.

4 Color / IIBeTHOCTDL 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu AjIMHE BOJIHAL
430 umM.

5 pH 7.36 From 6.9 t0 7.9. /0Ot 6,9 no 7.9.

Remarks: The Product confirms to ND/
IMpumeuanue: [TpoaykT cooTBeTcTBYeT Tpebopanuam HJL

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
IMoarororneno: Pardeep Kumar

of

Checked by /
[Mposepeno: Himesh Kumar

e R

Approved by: Manager/Executive /
Ono6peno: Menemxep /

PyKOBOJHTEND
Manoj Kumar b)iﬂi

Reprint Date /
Jata:31.01.2023

Reprint Date /
Jlara: 31.01.2023

Reprint Date /
Hara : 31.01.2023
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CEPTUOUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Ketopon® (keToposiak) pacTBOp /st BHYTPUBEHHOIO H BHYTPHMBILIEYHOTO BBEACHHUSA, 30 Mr/Mn
Batch No / : V230037 Batch Quantity / : 272727ampules /
Cepus Ne Oo6bem cepuu 272727 amnyi
Analytical Report No / : 890001643150 Date of Analysis / : 31.01.2023
ABanuTHYecKHI oTyeT Ne JlaTra anaiauza
Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2025
JlaTta npou3BoJACTBA I'onen 1o
Analysis performed according ND / Ananns nposeaen no HJL: JIT1-001365-170222
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6 Particulate matter / Mexanuueckue BKJIOYEHUA
6A Visible particles / Complies / CooTBeTCTBYET Should correspond to requirements. /
Buaumble 4acTHLbl B cooTBeTcTBMH ¢ TpEOOBAHUAMMU.
6B Invisible particles /
HeBuauMble YaCTHIIBI:
i. Particles> 10 pm/ 35 not more than 6000 per ampoule /
YacTuil pazMepoM > He 6onee 6000 Ha ammyny;
10 MxM
ii. particles > 25 pm/ 01 not more than 600 per ampoule /
4acTHLl pa3MepoM > He 6onee 600 Ha ammyy.
25 MKM
7 Related substances / PoacTBeHHbIe NPUMECH
Impurity A / Ilpumecs A 0.15% not more than 0.20 % / He Oomee
0,20 %;
Impurity B / IIpumecs B Below Limit of Detection (LOD = 0.014 %) / not more than 0.50% / He 6onee
Hiwie npeaena obuapyxenns (10 = 0.014 %) 0.50 %:
Impurity C / Ilpuimecs C Less than LOQ (LOQ =0.033 %) / Hune not more than 0.50 % / He Oonee
npeacna KOJMMYECTBEHHOO ONPCACICHNSA 0 50 %

(IMKO =0.033 %)

M o,
Impurity D / [Tpumecs D Below Limit of Detection (LOD = 0.014 %) / not more than 0.20 % / He Gonee

Huxe npenena oduapyxenus (110 = 0.014 %) 0,20 %.

Any unspecified impurity / Not more than 0.20 % / He 6onee
Enunnunas HenneHTHGULY- 0,20 %.
pOBaHHas IPHMeECh 0.05%
Remarks: The Product confirms to ND/ Conclusion; APPROVED /
ITpumeuanue: ITpoayKT cooTBeTCTBYET TpeOoBaHusam HJJ 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moaroroeneno: Pardeep Kumar [posepeno: Himesh Kumar | Ono6peHo: Menemxkep / Pykosoanrens
(){)”ﬁ_ C}J'/A Manoj Kumar \r@,
Reprint Date / Reprint Date / Reprint Date /
Jlata:31.01.2023 Jara: 31.01.2023 Jara :31.01.2023
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CEPTUOUKAT AHAJIU3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
| Mpoaykr: Ketopon™ (keTopornak) pacTBOp JU1st BHYTPUBEHHOIO M BHYTPUMbILIEHHOTO BBEAEHNA, 30 Mr/mi
Batch No / : V230037 Batch Quantity / : 272727ampules /
Cepus No O0bem cepun 272727 amnyn
Analytical Report No / : 890001643150 Date of Analysis / : 31.01.2023
AHanurHdecknii oTuer Ne Jarta ananusa

Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2025
JlaTa npon3BoJCTBa Tonen 1o

Analysis performed according ND / Anaau3 npoesenen no HJ: JIIT-001365-170222
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Total impurities / Cymma 0.25% Not more than 1.50 % / He 6onee
npumecei 1,50 %.

8 Extractable volume / 1.0 ml/ 1.0 ma Not less than label claim (1.0 mL) /
H3eiekaemblii 00beM He menee nomunansoro (1,0 mn)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepHuanbHbie <=0.725 EDQ/Mr tromethamine. / He 6onee 5,8 ED/mr
SHAOTOKCHHbBI KETOpOJiaka TPOMETAMHUHA.

10 Sterility (every 15th batch) / Must be sterilc. / JlomkcH OBITh
CTrepuabHOCTD (AR KaKN0M COMPLIES CTEPUIIEHBIM.
15-0ii cepun)

11 Assay / KoinuecTBeHHOe 29.54 mg/29.54 mr From 270mg to 330mg of
onpeneyieHue C1sH13NO3- C4H 1 NO3 (ketorolac
tromethamine) per 1 mL./ Ot 27,0 mr
pate; 33,0 Mr C15H13NO3'C4H11NO3
(keToponaka TpoMeTaMHH) B 1 M.
12 Alcohol content / ITanon From 10.60 % to 12.60 %. /
11.79 % Or 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/

[Mpumeuanue: [Tpoaykt cootBeTcTBYET Tpebopanuam HJL

Conclusion: APPROVED /
Zaxmwouenne: OJOBPEHO

Prepared by /
[onrortoeneno: Pardeep Kumar

o

Checked by /
[Mposepeno: Himesh Kumar
ey = =

Approved by: Manager/Executive /
Opno6peno: Menemxep

/ PykosoguTens
Manoj Kumar M\M;

Reprint Date /
Jata:31.01.2023

Reprint Date /
Jara: 31.01.2023

Reprint Date /
Hara : 31.01.2023
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CEPTUO®UKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoaykr: Ketopon™ (keToponak) pacTBop /UIsi BHYTPHBEHHOIO ¥ BHYTPUMbBILIEHYHOIO BBeACHHS, 30 MIr/m
Batch No / 1 V230037 Batch Quantity / : 272727ampules /
Cepusa Ne Oobem cepun 2727277 amnyn
Analytical Report No / : 890001643150 Date of Analysis / : 31.01.2023
ApajuTHyecKuii oruer No Jlara aHanusa
Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2025
JlaTa npou3BOACTBA I'onen o
Analysis performed according ND / Anajns nposeaen no HJI: JI1-001365-170222
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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
PV(C/aluminum blister.

1 blisters in a carton pack. /

flo 1 wMn B aMmoyiast u3
CBETO3aLUUTHOTO CTeKIa
kopuuHesoro kiacca I (USP). B
BepXHeH 4YacTH aMITysibl HaHECEHDI
KOJILLIO W Todka Ui pasnoma. Ha
aMMyny HaKJICHBAIOT 3THKETKY.

[To 10 ammyn ¢ MHCTpYKLMEH MO
IPUMEHEHHIO HOMEILAIOT
B [IBX/anoMuHHeBbIH OIHCTED.

[To 1 6nucTepy B NayKy 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 wMn B aMIOynsl U3
CBETO3AIIUTHOIO CTEKTa KOPUYHEBOTO
WM TEMHO-KOPHYHEBOTO  LiBeTa
kimacca I (USP). B BepxHell yacTH
aMITynbl HAHECEHbl KOJIbLO W TOYKa
1ns paznoMa. Ha amnyny HakJIeMBaioT
ITHKETKY.

[To 10 ammyn ¢ HWHCTPYKLMER 1O
MPUMEHEHUIO HOMELIAIT
B [IBX/antoMyHeBbI ONKCTED.

ITo 1 6nucTepy B Na4Ky KapTOHHYIO;
UIa  cralMoHapoB: mno 2, 3, 5
6JUCTEPOB B TAYKY KapTOHHYIO.

14 Labelling / Mapkuposka

According to ND / B coorercTBin ¢ HJI.

15 Storage conditions /
Xpanenune

In a place protected from light below 25 °C. Do not freeze. / B 3aiuiueHHOM
OT CBETA MecTe NP TeMmneparype He Belile 25 °C. He 3aMopaXHBaTh.

16 Shelf-life / Cpok roaHocTH

3 years. / 3 rona.

Remarks: The Product confirms to ND/
IMpumeuanue: [poaykT cooTBeTcTBYET TpeboBanusm HJL

Conclusion: APPROVED /
3akmoyenue: OJJOBPEHO

Prepared by /
[Toarororneno: Pardeep Kumar

<

Checked by /
[poeepeno: Himesh Kumar
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Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoauTens
Manoj Kumar

(L

Reprint Date /
Hara:31.01.2023

Reprint Date /
Jara: 31.01.2023

Reprint Date /
Jara : 31.01.2023
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