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Ketoro! (Kermo}ac,) solution for infravenous and intramuscular mguct;om 30 mﬂ/ml I
Keropon™ (keToponak) pacTBop aNis BHVTPHBEHHOTO | BHYTPUMBILICYHOrO BBeACHHS, 30 mr/ma

: 272727ampules / I
272727 amuyn

~ |Date of Analysis/  : 15052023 |
L |JaTa anannza o ]
Date of Expiry / : Mar.2026
Toneu xo . .
AnaWsm performed according ND / Aua,um nposenen mo HII: JITT- 0(}1365 170222 |
Pagelofd/Cip. 1usd

I\N? Test / [MoxkaszaTens
1 “—.Descrigt_i"br; / Onucanue

2 Identification /

Results / PesysabraThl

Clear, light yellow solution. /
ITpospaunbiit CBETJIO-MKENThIH
pacTeOp.

i MopnuuuocTn

3 Clarity—l—ﬁpoapﬁﬂocﬁ

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
naproxcn (Assay section) / Bpemena
YIEPKHBAHHA OCHOBHBIX THKOB Ha
XpoMarorpamMmme WCITBITYEMOTO
PAacTBOpa COOTRETCTBYIOT BPEMEHAM
YAEPXUBAHKWA OCHOBHBIX [IMKOB Ha |
XPOMATOrpaMme CTAHAApPTHOIO I
PacTBOpa KeToponaka TPOMETaMUHa
M HalpoKceHa (paznen
«Konu4ecTBeHHOE OMpeneeHne)

~ Complies / CootsercTByeT

" The opalescence of the sample should

Specification / Hopma

Clear colotless to pale yellow solution.
/ TIpospauHeiii  BecuseTHsili Hin
CBETIO-KENTbIH pacTBOp.

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 naproxcn

(Assay  section) / Bpemena
YHEPWHMBAHHA OCHOBHBIX [HKOB Ha
XPOMaTOTpamMme HCTIBITYEMOTO

pacTsopa LOJIKHBI COOTBETCTBOBATDH
BpEMEHaM  YAEPXKUBAHUA OCHOBHBIX
MHKOB Ha XpOMATOrpaMme
CTAHFAPTHOrO PACTBOPA KETOpPOAaKa
TPOMETaMHHA H Hanpoxceda (paszen
«KonnyecTreHHoe onpeenenen)

not exceed opalescence of reference
suspension I. / Onanecuenuus
npenapaTa He JOJDKHA NPEeBbIAaTh
ONanecUEHIHIO ITANOHA CpaBHERUs L.

I

Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu niiuHe sosHe
430 Am.

i
T 4 ——COYOI'/HBETHUCTB 0.07
5 pH - 7.38 o
6 | Particulate matter / Mexauudecine BKIIOYEHU S

Prepared by /

Toarorossieno: Ankit

A

Remarks: The Product confims to ND/
[lpumveuanne: TponykT cooTsercTayer Tpebosanuam HJT

Concluswn. APPROVED /

From 6.9 t0 7.9. /OT69AO79

Checked by /
IMposepeno: Pardeepn humar

3axmouenne: OJIOBPEHO ;
Approved by: Manager/Exccutive / i

Opobpenc: Memuu,p
Amit Kumar  -% " )

PyvroBoguTtens l

Reprnt Date /

| Jlara; 15.05.2023

Reg

5 o
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Y
Dr, Reddy’s Q;‘ Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA

CLRTIFICATE OF ANAL Y 5y Tel: 9198166 56001-02

CEPTHU®UKAT AHAJIM3A VIR GO

Prodict : / Ketorol (Ketorolac) solution for intravenous and intramuscular f[l_]CCT]OﬁS 30 mg/mi

[lpofykr:  Keropon” (KeToponak) pacTBop /15 BHy TPHBEHHOTO W _BHYTPHMBILICYHOTO BBEACHHA. 30 Mr/mn
BatcktNo / : V230371 Batch Quantity / : 777777ampulcs / i
CepuaNe e O6vem cepuan 272727 avnyn |
Anal¥tical ) Report No/  : 850001663410 Date of Analysis / : 15.05.2023 [
AunasfiTuyeckuii oryer No e |RXaTa ananmusa o |
‘Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2026 ]
Hara IpoussoacTsa Tonenpo e

Amlwls performed accor dmg ND/ Aﬂanm nposenen mo HJL: JIIT-0( 001365- 17{)222 ]
_l’.":sze 20f4/Crp.2 u3 4

I‘ NO_

e Test / Mlokazarens Results / Pesynsrarsl Specification / Hopma
6A  Visible particles / ' “Complies / CooTBeTcTBYET Should correi)gnd- to requjrcrhem;.—/— 1
i : p p ¥
| BHAUMbIE YaCTHI! | B cootsercrsmi ¢ TpeboBaHUsMY.

6B ' Invisible particles / i o | 1

i HeBunuMbie 4acTHibl: f
I i. Particles = 10 pm / 16 | not more than 6000 per ampoule /
: Yactu pasMepom = He Gonee 6000 Ha amnyny;
10 mMxm
1. particles > 25 pm / 00 not more than 600 per ampoule /
' YACTHLL, pazMepom = He bonee 600 Ha amnyvay.
25 MxmM
"7 [ Related substances / PoacTBenHble Eﬁumecn o S T
i Impurity A / Ipnmecs A r- o 0.15% not more than 0.20% / me Gonee |
0 20 %;
e i Below Limit of Detection (LOD = o =
Impurity B / [Ipumecs B 0.014.9) / Hsite tipenens 30510 more than 0.50 % / ne Gonce
B ? U,

A oBuapyxenus (ITO = 0.014 %) . i
Impurity C / Ipunecs C not more than 0.50 % / we Gosee |
Less than LOQ (LOQ = 0.033 %) / 0.509
Hucke  npeaena KonmHYeCTBEHHOTO
—{  onpenenenns ([TKO = 0.033 %)

MImpurityD?Hme@éca[i o not more than 0.20% / He Gomec
. Below Limit of Detection {LOD = 0,20 %.
! L 0.014 %) / Huxe npepena
R e obnapyxeHnns ([10 = 0.014 %) _ — §
| Any unspecified impurity / Not more than 0.209% / He Gonee
, ' EpuHWYHAag HeuAeHTHHIH- 0,20 %.
| pOBaHHAs IIPUMEC Not detected / He oOnapyxena !
L = e i W i A T 2
: Remarks: The Product confirms to ND/ o Conclusion: APPROVED /
[Tpumeuanue: Hponym COOTBETCTBYET TpeboraHnam HJI | 3axmouenne: OHOBPEHO
I Prepared by/ n Checked by / Approved by: Manager/Executive / ’
[loarorosneno: Ankit } Hpoeepeno: Pardeep Kumar | Onobpeno: Meue; M\Lp/ PyioBoauTEnR
i o Amit Kumar 4 e |
“ Reprint Date / Reprint Date / l Reprint Date/ o *
Hara: 15.05.2023 , Hara: 15.05.2023 | Hara : 15.05.2023 ek
Reaisterad Orfic: &-2-337, Roar Mo *, Baniars Hil-, Hydarny=oi- 59003 &, Toanrans, i
Tal: +91 46 50080 2900, Fax +81 40 4200 2909 Emml mail Torrs deys.com
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Dr.Reddy’s ‘f:‘.

' Product : /

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Knol, Nalagarh Road, Baddi,
Distt, Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02

CEPTHOHKAT AHAJH3A

www.drreddys.com

Ketoro! (Ketor oiau) solution for intravenous and intramuscular uycctmns , 30 mp/ml

{ HpoaykT: 1 KeTopoa  (KeToposiak) pacTBop g BIY (PHECHHOTO 1 1N TPINMEILICYHOTO BBCACHHS, 30 mr/ma
{BatchNa/ : V230371 |Batch Quantity / : 272727ampules /
jCeppr e __Obbem cepin 272727 amniva e}
lAnal}ncal Report No / : 890001663410 :Date of Analysw/ : 15.05.2023
'AunanuTuyeckni oTuer Ne o __,ilara ananuza o o
Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2026
Hara npoussoacrsa Tonen o _
!Analyms performed according ND / Anaans nposeaen no HI{ Jn-00136s-170222
e B E- oe3ofd /s . m. 3 us 4
‘I;DO { Test / Florazarens Results / PeayibraThl Specification / Hopma i
i e s it = s T — |
i Total impurities / Cymma 0.15 % Not more than 1.50% / He Gonee
npumeceli 1,50 %.
I R, s ey s i . ]
8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /
i+ MiBnekaemptii 06nem He menee somuransioro (1,0 ma)
9 Bacterial endotoxins / | =725 Emﬁ/mg / Not more than 5.8 EU/mg of ketorolac
; BakrepuanbHbie “=0.725 ED/Mr tromethamine. / He Gonee 5,8 E3/mr ;
i | 3HROTOKCHHBI KeTOpoNaka TPOMETamHHa,
i 4 S A S
i 10 Sterility (every 15th batch) / Must be sterile. / Joaxken OwiTh
CrepHABHOCTD (IR KAAKAOH NA CTEPHIBHBIM,
15-oii cepun) 1
| RN SRS 2 s o= = ST C STt e —_— -
11 | Assay/KonuyecrBenHoe 29.64 mg/29.64 mr From 27.0mg to 330mg of
oTIpenesieHe CisHi3NO3- CyHy  NOs (ketorolac
i tromethamine) per 1 mL. / O 27,0 Mr
i 2o 33,0 mr  CpsH;3NO3 C4H NO;
{keToponaka TPOMETAMHUH) B 1 M.
| 12 | Alcohol content / 3ranon | From10.60%t0 12.60 %./
11.78 % Ot 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/
[prmeyanue: [ponykr cooreTcTBYeT Tpeboranmsam H/I

Conclusion: Kf?ﬁPROVED /
3axawgenne: OJOBEPEHO

Prepared by /
[Toprorosneno: Ankit
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Hposepeuo: Pardeep Kumar

Reprint Date /
Hara: 15.05.2023
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Dr.Reddy’s Q;‘

Product : /
| Opoaykr:
|Batch No /
{Cepun Ne

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIU3A

: V230371

‘Analytical Report No /

: 890001663410

fAna:mTuqecxcmx CKHIT 0TaeT Ne

Date of Ma Manufacture /
)laTa A NPOH3BOACTBA

Aualyﬁs performed ancordmg NI) / Auanm NpoBege mo HJL{ JITI-001365- 170222

i No
Ne

: Apr.2023

Test / [Tokazarens

13 l Pack;;gihug / ¥naroeka

La_bwel'!ing / Maﬁ;mpoan;c%

Toxen no

Date of Expiry /

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P, 173 205, INDiA
Tel : +91 98166 56001-02
www.drreddys.com

Ketorol ( Kutoml%) solution for intravenous and intramuscular m)u,tsom 301 mﬂ/ml

Keropon® (keToponak) pacrsop mis BHYTPHBEHHOIO H BHYTPHMbILWEHHOrO BBeAcHUS, 30 Mr/Ma
[Batch Quantity /
Obbem cepun
Date of Analysis /
Jara ananuia

: 272727ampules /
272727 amnyn

15.05.2023

¢ Mar.2026

Results / PesynbtaThi

i 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. /
o Tlo 1 Mn B avnynnl  u3
' creTosauuTHOrO cTeKna

kopuinesore knacca [ (USP). B
! BepxHel wactu aMITYNbl HAHECEHL
KOALUC W TO4Yka And pasnoMa. Ha
amMyny HaKNEHBAKOT 3THKETKY.
[To 10 amnyn ¢ uHcrpyxkumed 1o
MPHMEHEHHIC NOMELIAIT
B [IBX/amomunuesrit Gayctep.
[To 1 6aucTepy B NasKy kapToHHYIO.

ImLinclass I iigl}?sh_i-ja—i}zg amber |

14 |
15 Storage conditions /
Xpanenue
716 | Shelf-life / Cpox roasocty

" In a place protected from ]:ght below 25 °C. Do not freeze. / B 3AUKIIEHHOM

__Paged of 4/ Cp. 4 u3 4

Specification / Hopma

1 mL in class I ii@tﬁ}igﬁngambam

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. /

ITo 1 wmn B  aMmovisel w3
CBCTO3aUIHTHOTO CTEKNIa KOPHYHEBOTO
HWIM  TeMHO-KOPHYHEBOIO  LBeTa
knacca I (USP). B mepxueii gacrty
aMITYJTIbI HAHECEHB! KOALLO I TOYKA

Ins pasnoma. Ha amnyny Haxnensator |

3THKETKY.
[fo 10 amnyn ¢ wHcTpykuseit o
TIPHMEHCHHIO NOMEIarT
B NBX/amomunnessiii Gancrep.

[lo 1 6aucTepy B Nauky KapTOHHYIO;
Ang craupoHapos: no 2, 3, 5
GUIHCTEPOB B NAYKY KAPTOHHYKO.

AAccordmg to ND / B coOTBeTCTBIHN C HI,

OT CBETA MECTE IpH TemMnepartype He Boune 25 °C. He 3aMopaxiiBars.

b
I 3 years. / 3 rona.

| Remarks: The Product confirms to ND/
Ipumeuanne: IIpofvkT cooTBeTcTBYET TpeBoBaHMIM HI

Prepared by /
TTomrorosneno: Ankit

Reprint Date /
Hara: 15.05.2023

Ruaistored] e

2k +91

Conclusion: APPROVED /
3axarogenne: OJJOEPEHO

E
:

Chid LEZADBAPIGRAPLI004507
el ot

Checked by / Approved by: Manager/Executive /
[Tposepeno: Pardecp Kumar | Opobpero: Mene viep / PykoBoauTens
] .= Amit Kumar ~
Reprint Date / Reprint Date / T
_g]"aTgi 15.05.2023 - Hara : 15_.{)§._2023 o
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