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

Ipoayxrt: Keropon® (keToposak) pactsop Anst BHYTPUBEHHOTO U BHYTPHUMBILUIEYHOTO BBeIeHUs, 30 Mr/mu
Batch No / : V220971 Batch Quantity / : 272727ampules / |
Cepusa Ne ObBem cepun 2727277 amnyn
Analytical Report No / : 890001630480 Date of Analysis / : 25.11.2022
AHaJuTHYeCKHH oTYeT No Jara ananusa

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

JlaTa npouszBoacraa Tonen go

Analysis performed according ND / Ananus nposeaen mo HJI: JITI-001365-170222
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1}00 Test / ITokazaTens Results / Pe3yjabTaThl Specification / Hopma
1 Description / Onucanue Clear  colorless  solution. / | Clear colorless to pale yellow solution.
ITpo3pauHslit GecLiBETHBIH pacTBOP. / Tlpospayubili OecLBETHBIH WK
CBETJIO-KEJThI pacTBOp.
2 Identification / The retention times of the main | The retention times of the main peaks
IMoanuHHOCTL 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 ketorolac tromethamine and | ketorolac tromethamine and naproxen
naproxen (Assay section) / Bpemena | (Assay section) / Bpemena
YIEPXKUBaHKsS OCHOBHbIX MWKOB Ha | YHEpXKHMBaHUS OCHOBHLIX IMKOB Ha
XpoMaTorpamme MCHLITYEMOI0 | XpoMarorpaMme HCTILITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHaM | pacTBopa [IOJDKHbl COOTBETCTBOBATb
YOEpP)KHBAHHS OCHOBHBIX NMHMKOB Ha | BpeMEHaM YIEpKHWBaHUSI OCHOBHBIX
XpoMaTorpamme CTaQHAapTHOrO | MHKOB Ha XpoMaTorpaMmme
pacTBopa KeTopoyaka TPOMETaMHHa | CTaHA@pTHOTO PpacTBOpa KETOpojaka
" HanpoKCceHa (pa3sgen | TpoMeTamHUHA M HalpokceHa (pazmen
«KonuyecTBeHHOE OTIpeiesieHUEY) «KonuyecTBeHHOE ONpEnEEHHUEN)

3 Clarity / TIpozpaunacTh Complies / ConTreTcTRYET The apalescence nf the sample shonld
not exceed opalescence of reference
suspension I. / OnanecueHuus
npenapara He 10JDKHA NPeBbILIaTh
OTAECIEHLUIO ITATOHA cpaBHeHus .

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

He 6onee 0,20 npu anuHe BOMHBI
430 uM.

5 pH 7.36 From 6.9 t07.9./0t16,9 no 7,9.
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
ITpumcuadue: ITpoaykr cooTrercTRyeT TpeSoBanuam 111 3akmogenne: OJOBFPEHU
Prepared by / Checked by / Approved by: Manager/Executive /
Ioarotosneno: Ankaj Vgrma IIposepeno: Naresh Kumar Opnobpeno: Menemwiep / Pykosoantens

ﬂ{,/ @'(/ Manoj Kumar hﬁi&(
Reprint Date / Reprint Date / Reprint Date /
Hata:25.11.2022 Jlara: 25.11.2022 Hara : 25.11.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangang, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emai!: mail@drreddys.com
CIN: L85195AP1984PLC004507
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AHaIUTHYECKHH oT4er Ne

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
| IIpoaykr: Ketoposi” (KeTopoaak) pacTBop [l BHYTPHEEHHOTO W BHYTPHMbILIEYHOTO BBEAEHHS, 30 MI/MIT
Batch No / : V220971 Batch Quantity / : 272727ampules /
Cepust No Ob6bem cepun 272727 amnyn
Analytical Report No / : 890001630480 Date of Analysis / : 25.11.2022

Jara ananusa

Date of Manufacture /
Jara npoussogerna

: Nov.2022

I'oaen xo

Date of Expiry /

: Oct.2025

Analysis performed according ND / Anann3 nposenen no HJI: JIT1-001365-170222
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6 Particulate matter / Mexanuueckue BRAIOYEHUS

6A Visible particles /

BunuMeble yacTuLpi

Complies / CooTBeTCTBYET

Should correspond to requirements. /
B cooTBeTCTBUH ¢ TPeGOBAHMAMH.

6B Invisible particles /
HeBuaumeie yacTuis:

L

1. Particles> 10 pym/ 08 not more than 6000 per ampoule /
Yactuu pasmepom > He 6osee 6000 Ha ammyiy;
10 MxM
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
YacTUL] pa3MepoMm > He Gonee 600 Ha ammyny.
25 MKM
7 Related substances / PoacTeennbie npumecu
Impurity A / TTpumecs A 0.15% not more than 0.20 % / wHe 6onee
0,20 %;
Impurity B / [Tpumecs B Below Limit of Detection (LOD=0.014 %)/ | not more than 0.50 % / He GoJee
Huxe npenena o6Hapyxenus (110 = 0.014 %) 0.50 %:
Impurity C / IIpumecs C Less than LOQ (LOQ = 0.033 %) / Hinke not more than 0.50 % / He 6Gonee
npenena KOJIUYECTBEHHOr o ONpENCICHNSA 0 50 (y R
(ITKO = 0.033 %) > o
Impurity D / Ipumecs D Below Limit of Detcction (LOD = 0.014 %) / not ronore than 0.20 % / nHe 6onee
Huwxe npenena o6napyxenus (110 = 0.014 %) 0,20 %.
Any unspecified impurity / Not more than 0.20 % / He 6omee
Enunnunas nenpentuduum- 0,20 %.
pOBaHHas NIPUMEChH 0.07%
Total impurities / Cymma 0.27% Not more than 1.50 % / He 6osnee
npuMecei 1,50 %.

Remarks: The Product confirms to ND/

[pumeuanue: [TponykT coorsercTayet TpeGosanuam HJJ

Conclusion: APPROVED /
3akmwouenue: OJIOBPEHO

JaTa:25.11.2022

Jlata: 25.11.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[Toaroroeneno: Ankaj Verma IIpoBepeno: Naresh Kumar Onobpeno: Menemxkep / P}*Koaqmrreﬂb
Aﬁ Mo Manoj Kumar i /
/ a4 ‘\"IT" Lu_l. 3
Reprint Date / Reprint Date / Reprint Date /

Hara : 25.11.2022
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Product : /

a

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

Mpoayrr: Keropon™ (keToposiak) pacTBop A1 BHYTPUBEHHOIO W BHYTPHMbILIEYHOrO BEEAEHH:, 30 Mr/mi
Batch No / : V220971 Batch Quantity / : 272727ampules /
Cepust Ne O0bem cepun 272727 amnyn
Analytical Report No / : 890001630480 Date of Analysis / 1 25.11.2022
AnanutH4yeckuii oryer Ne Hdata ananuza
Date of Manufacture / : Nov.2022 Date of Expiry / : Oct.2025
Jara npousBoacTBa T'ogen go

Analysis performed according ND / Ananus nposenen no HJI: JII1-001365-170222
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8 Extractable volume /
U3Bnexkaemblii 06bem

1.0ml/ 1.0 mn

Not less than label claim (1.0 mL) / Bl
He menee nHomuHansHoro (1,0 mn)

9 Bacterial endotoxins /
BakTepuanbHble
3HAOTOKCHHDI

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

Not more than 5.8 EU/mg of ketorolac
tromethamine. / He 6onee 5,8 ED/Mr
KeTopoJiaka TpOMeTaMHHa.

10 Sterility (every 15th batch) /
CTepuabHOCTL (A5 KAKAOM
15-0ii cepum)

COMPLIES

Must be sterile. / Jlomken ObITb
CTEPUIBHBIM.

11 Assay / KoiinyecTBennoe 29.59 mg /29.59 mr From 270mg to 33.0mg of
onpesesieHHe Ci1sH1aNO3- C4H 1NO3 (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
page; 33,0 MIr C15H13NO3‘C4H11NO3
(xeToponaka TpOMETaMHH) B 1 M.
12 Alcohol content / ITanou From 10.60 % to 12.60 %. /

11.33 %

Ot 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/
[Tpumeyanne: TlpoaykT cooTrReTCTRYET TpehinRanmam H T

Conclusion: APPROVED /
Raxmmnuerue: OJNORPFHO

Prepared by /
IMoprorosneno: Ankaj \f"erma

W

Checked by /
IMposepeno: Naresh Kumar

/

Approved by: Manager/Executive /
OnobpeHo: Menemxep / Pykosoanteb
Manoj Kumar

Reprint Date /
Hara:25.11.2022

Reprint Date /
Jara: 25.11.2022

Reprint Date /
Hara : 25.11.2022
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CEPTUOPUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
[Mpoaykr: Ketopon" (ketoponak) pactBop Aj1s BHyTPUBEHHOIO U BHYTPUMbILIEYHOrO BBEAEHUS, 30 Mr/mn
Batch No / 1 V220971 Batch Quantity / : 272727ampules /
Cepus Ne Oo0nem cepun 272727 amnyn
Analytical Report No / : 890001630480 Date of Analysis / : 25.11.2022
Anagutuyecknii oTuer Ne Jlara ananuza
Date of Manufacture / : Nov.2022 Date of Expiry / : Oct.2025
Jarta npousBoacTBa I'oxen no
Analysis performed according ND / Anaans nposegen mo HJ: JIT1-001365-170222
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13 Packaging / Ynakoska

14 Labelling / MapkupoBka

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. /

Iloo 1 wmMn B amnynsl i3
CBETO3ALMTHOTO cTekna
kopuuHesoro kinacca I (USP). B
BEpXHEll uYacTh ammynisl HaHECEHBI
KONIBLIO M Touka 1ns pasznoma. Ha
aMIyJly HaKJIE€UBAKOT STHKETKY.

ITo 10 ammyn ¢ WHCTpYKLHEH mo
OPUMEHEHHUIO MOMEILAIOT
B [IBX/antoMuHKeBbIi 6aucTep.

[To 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. /

INo 1 wMa B aMnoynsl U3
CBETO3AUIUTHOTO CTEKIIa KOPHUHEBOTO
WIH  TEMHO-KOPUYHEBOTO  LIBETA
knacca I (USP). B mepxHeit uactu
amIyJibl HaHECEHbl KOJBLIO Y TOYKA
s pa3noMa. Ha aMmnysly HaKkeuBaroT

3THKETKY.
ITo 10 ammyn c¢ uHCTpykuued 1o
NPUMEHEHHIO NOMEUIAoT

B [IBX/antoMuHueBsblii GnucTep.

[To 1 6nucTepy B MauKy KapTOHHYIO;
UId  crauuMoHapos: no 2, 3, 5
OIHMCTEPOB B MAYKY KAPTOHHYH.

According to ND / B cootserctBuu ¢ HJI.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3auuiieHHOM
OT CBeTa MECTeE NpH TeMIepartype He Bole 25 °C. He 3amopaxuBaTth.

16 Shelf-life / Cpok rogsocTn

3 years. / 3 roga.

Remarks: The Product confirms to ND/
Ilpumeuanue: IIponykT cooTBeTcTBYET TpeGoBaHuam HJJ

Conclusion: APPROVED /
3akawuenne: OJJOBPEHO

Prepared by /

[Hoarorosneno: Ankaj V.erma

L

Checked by /
IpoBepeno: Naresh Kumar

-"'/

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoautens
Manoj Kumar

1 Y
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Reprint Date /
Jara:25.11.2022

Reprint Date /
Jara: 25.11.2022

Reprint Date /
Hara : 25.11.2022
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