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CEPTUDHUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon” (keToposiak) pactsop fuisi BHYTPHBEHHOTO M BHYTPUMBILLEYHOTO BBEAEHHS, 30 Mr/ma
Batch No / 1 V220444 Batch Quantity / : 272727ampules /
Cepnsa Ne Obbem cepun 272727 amnyn
Analytical Report No / : 890001599777 Date of Analysis / : 29.06.2022
Ananurayeckuii oruer Ne JlaTa aHaJuza
Date of Manufacture / : Jun.2022 Date of Expiry / : May.2025
Jara npou3BoacTBa I'open mo g
Analysis performed according ND / Ananu3s nposenen o HJI: JII1-001365-170222
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IIpo3pauHblit GecBeTHBIN pacTROP.

i:) Test / Iloka3aTenb Results / Pe3yabraThl Specification / Hopma
1 Description / Onucanune Clear  colorless  solution. / | Clear colorless to pale yellow solution.

/ Tlpo3paunsili OecUBETHBII
CBETJIO-KETBIHA pacTBOD.

nin

2 Identification /
IMopauHHOCTL

The retention times

peaks in the chromatogram of test

solution correspond to

chromatogram of standard solution
tromethamine
naproxen (Assay section) / BpemeHna
YIEpXKHUBaHHUS OCHOBHBIX ITHKOB Ha
HCTIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpeMeHaM
YAEp>KUBAaHHS OCHOBHBIX MMUKOB Ha
CTaHAapTHOTO
pacTBopa KeTopojilaka TpOMeTaMHHA

of ketorolac

XpoMartorpaMme

XpoMaTtorpamme

H HallpOKCEHa

«KonmuectBeHHOE OHpCZlCJ'IeHI/IC»)

of the main
those in the

and

(paznmen

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
yOEpXKHUBAaHUS OCHOBHBIX IHKOB Ha
XpOMaTorpaMme UCIIBITYEMOTO
pacTBopa IOMKHBI COOTBETCTBOBAThH
BpEMEHAM YIEPKUBAHUS OCHOBHBIX
MHKOB Ha XpoMaTorpamMme
CTaHAApPTHOIO PacTBOpa KETOpOJakKa
TpOMeTaMMHA W HaIpoKceHa (pa3fel
«KonugyecTBeHHOE ONpEeNICHUE))

3 Clarity / Ilpo3pauHocTs

Complies / CootBeTcTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuus
npernapara He JOJDKHa [PeBbIIIaTh
ONaJIeCLUEHLHIO 3TaJI0HA CpaBHEHUs L.

4 Color / LiBeTHOCTL 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu [UIMHE BOJTHBI
430 uM.

5 pH 7.31 From6.91t07.9./0t16,9 1o 7,9.

Remarks : The Product confirms to ND/

ITpumMeyanue: [IpoaykT cooTBeTcTBYET TpeGoBaHram HJT

Conclusion : APPROVED /
3akmrouenue: OJJOBPEHO

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

IToarorosneno: Ankit ITposepeno: Sushma Kalsi Ono6peHo: Menemxkep / Pykosoguress
@ @’ Pavan Kumar Sharma (_ﬂlr,-/'"'_’ﬂ_ﬂ

Reprint Date / Reprint Date / Reprint Date /

Hara: 29.06.2022 Harta: 29.06.2022 Hata : 29.06.2022
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CEPTU®HUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpogyrr: KeTtopon'" (keToponak) pacTBop Jisi BHYTPUBEHHOTO U BHYTPUMBILICYHOTO BBEAEHUS, 30 MIr/mi
Batch No / 1 V220444 Batch Quantity /- : 272727ampules /
Cepusn Ne O0bem cepum 272727 amnyn
Analytical Report No / : 890001599777 Date of Analysis / : 29.06.2022
AuanaTHYeckKnit order Ne JlaTa anann3a
Date of Manufacture / : Jun.2022 Date of Expiry / : May.2025
Jata npouszBoacTea - Toxen no
Analysis performed according ND / Auann3s nposeaen mo HJI: JII1-001365-170222
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6 Particulate matter / Mexannuyeckue BKJIIYEHUS

6A Visible particles /
BuayMele YacTHIbI

Complies / CooTBeTCTBYET

Should correspond to requirements. /
B cooTtBeTcTBUM € TpeGOBaHUAMMU.

6B Invisible particles /

HeBuaumbie 4acTHLLL:

i. Particles> 10 pm /
Yacrun pasmepom >
10 mxm

ii. particles > 25 pm/
YacTUL pa3MEPOM >

33

01

not more than 6000 per ampoule /
He 6onee 6000 Ha ammyny;

not more than 600 per ampoule /
He 6onee 600 Ha ammyy.

25 MKM
7 Related substances / PoacTBeHHbIe NpUMecH
Impurity A / IIpuMecs A Below limit of detection (LOD =0.015 %) / not more than 0.20 % / He OGonee
Huxe npeaena KOJINYECTBEHHOro 0 20 %
onpeaenedus (ITKO = 0.015 %) ’ ’
mj i . 0,
Impurity B / Ilpumecs B Not detected / He obapysena not Ionore than 0.50 % / He OGonee
0,50 %,;
= Below limit of detection (LOD = 0.010 %) / o
Impurity C / Ilpumecs C B e R not more than 0.50 % / He Oonee
onpeaenenus (IIKO = 0,010 %) 0,50 %;
Impurity D / [Ipumecs D Not detected / He o6nanysena not more than 0.20 % / He Oonee
p / He o6Hapyax

0,20 %.

Any unspecified impurity /

pOBaHHasA NIPpHUMECH

EnynuuHas HenaeHTUQUIM-

Less than LOD (LOD = 0.015 %) / Huxe
npesena KONHYCCTBEHHOTO ONpeaeNeHILst
(TIKD = 0.015 %)

Not more than 0.20 % / He 6onee
0,20 %.

Remarks : The Product confirms to ND/
ITpumeuanmue: [Ipoaykr cooTBeTcTBYET TpeboBanuam HJT

Conclusion : APPROVED /
3axmovenne: OJJOBPEHO

Prepared by /
[Moarorosneno: Ankit

(A

Checked by /
Ilposepeno: Sushma Kalsi

o

Approved by: Manager/Executive /

Onobpeno: Menemkep / PykoroauTtess

Pavan Kumar Sharma c"i?-~-f -
—

_4-:-

Reprint Date /
Hara: 29.06.2022

Reprint Date7—
Hara: 29.06.2022

Reprint Date /
Jara : 29.06.2022
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CEPTUDUKAT AHAJIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
| Ipoaykr: Keropon™ (keToponak) pacTBop sl BHYTPUBEHHOTO H BHYTPUMBILIEYHOTO BBEAEHHUS, 30 MIr/mit
Batch No / 1 V220444 Batch Quantity/ = : 272727ampules/
Cepusi Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001599777 Date of Analysis / : 29.06.2022
AHaJIUTHYeCKHH oTyeT Ne JaTa ananuza

Date of Manufacture / : Jun.2022 Date of Expiry / : May.2025
JlaTa npon3BoOACTBA T'open o

Analysis performed according ND / Anann3 nposegen mo H/I: JII1-001365-170222
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H3zBaexaemblii 060LeM

Total impurities / Cymma Less than LOD / Huie npenena Not more than 1.50 % / He 6onee
npnmecei& KONIMYECTBEHHOrO onpenenenus [TKD 1.50 %.
8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /

He menee nomuHansHoro (1,0 mi)

15-0¥ cepun)

CTepuiabHOCTL (IJIS1 KAXKAOH

9 Bacterial endotoxins / <=0.725EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepuanbHble <=0.725 EQ/mr tromethamine. / He Gonee 5,8 E3/mr
HIOTOKCHHBI KETOpOJiaKa TPOMETaMHHA.

10 Sterility (every 15th batch) / Not applicable Must be sterile. / JomxeH ObITh

CTEPUIIBHBIM.

11 Assay / KosinuecTBeHHOe

29.78mg / 29.78mr

From 27.0mg to 33.0mg of

onpepesieHHe CisH13NO3- C4H11NOs (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
a0 33,0 MI C15H13NO3'C4H11N03
(xeToponaka TpOMETaMKH) B 1 MIL.
12 Alcohol content / ITaHoa 11.57 % From 10.60 % to 12.60 %. /

Ot 10,60 % no 12,60 %.

Remarks : The Product confirms to ND/
ITpumeuanue: Ilponykt cooTseTcTBYeT TpeboBanuam HJI

Conclusion : APPROVED /
Zaxawuenne: OJOBPEHO

Prepared by /
IToarorosneHo: Ankit

(A

Checked by /
Ipoeepeno: Sushma Kalsi

%Z/

Approved by: Manager/Executive /
OnobpeHo: MeHnemxep / PykoBogurens
Pavan Kumar Sharma 4, . ——_———

Reprint Date /
Hara: 29.06.2022

Reprint Date /
Jara: 29.06.2022

Reprint Date /
Hata : 29.06.2022
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CEPTUOPUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ilpoaykr: KeTopon™ (keroposnak) pactBop AJist BHYTPUBEHHOIO H BHYTPUMBbILICUHOrO BBeAEeHUs, 30 Mr/ma
Batch No / 1 V220444 Batch Quantity / : 272727ampules /
Cepusa Ne Obnem cepun 272727 amnyn
Analytical Report No / : 890001599777 Date of Analysis / : 29.06.2022
AnanuTHyeckui oTuer Ne JlaTa anasm3sa
Date of Manufacture / : Jun.2022 Date of Expiry / : May.2025
JaTta npou3BoacTBA T'onen no
Analysis performed according ND / Auann3 nposeaen mo HJ: JI[1-001365-170222
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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
PVC/aluminum blister.

1 blisters in a carton pack. /

Illo 1 wMn B amnoyidsl u3
CBETO3aIUTHOTO cTelia
kopuuHesoro kinacca I (USP). B
BEpXHEi 4acTW aMIly/ibl HaHECEHBI
KOJNBbLIO ¥ TOYKa A pasiaoma. Ha
amInyJly HaKJIE€UBaIOT STUKETKY.

ITo 10 ammyn ¢ MHCTpyKLMeid no
NPUMEHEHHUIO OMEIIAKOT
B [IBX/amoMunueBbIi 6nncTep.

Ilo 1 6nucTepy B nauKy 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. /

[lo 1 wMn B aMmynsl u3
CBETO3AIIMTHOTO CTEKNIa KOPUYHEBOTO
WM TEMHO-KODMYHEBOIO  LBETa
wiacca I (USP). B Bepxseil yacTu
aMIyJbl HaHECEHbl KOJNBbLO H TOUYkKa
JUtsi pasnioMa. Ha amITysly HaKlleuBaroT
ITHKETKY.

ITo 10 amMmyn ¢ HHCTpYKLUMEH IIO
MPUMEHEHHIO MOMEIIAIOT
B [IBX/amoMuHUEBHIH O1HCTED.

ITo 1 6nucTepy B AUYKy KapTOHHYIO;
IUId  cTamuWoHapoB: mo 2, 3, 5
6JMCTEPOB B NAYKY KAPTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootserctBuu ¢ HJI.

15 Storage conditions /
Xpanenue

In a place protected from light below 25 °C. Do not freeze. / B 3amuimeHHOM
OT CBeTa MeCTe NP TeMmuepaType He Bbiiie 25 °C. He 3amopaxuBaTs.

16 Shelf-life / Cpox ronsocTu

3 years. / 3 roxa.

Remarks : The Product confirms to ND/
ITpumevanue: Ipoayxt coorsercTBYeT TpeboBanuam HJL

Conclusion : APPROVED /
3axmwouenue; OJJOBPEHO

Prepared by /
IMoarorosneHo: Ankit

(A

Checked by /
Ipoeepeno: Sushma Kalsi

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosonurens
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