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‘Produmt;  : Ketorol gel for external use 2 % T '
'H popkr }(eropcm(.z TCMb UIH APYKHOTO MPIIMEHCHUS 2 2% L
Batelz No / V230364 Bateh Quantity / : 19371.000 umits /
:("e_p_uﬂm ) _ ~ B |Panvep cepun 19271.000 Mt
Analy tical Repart No / : 040001839685 'Date of Analysis / + 22.052023
Anan sirmyeexkud oTger Ne . _ JHara; ARAmE o
Date of Manufacture / s May-2023 Date of Expiry. Apr-2025

Jara PpoussoacTsa

Analysis nm'mt'med at‘cnrdmu to ND / Mmmh aposened no HI:

No Test / [okazaTens
2b  Sodium methy] parahydroxy-
benzoate and sodium propyl
narahydrox yhenzoate /
MeTHiTaparuapokcntsnzoar
HATPHA B MTPOTTHIIIADETMAPOKCH
fensoar HaTpus
|
i
3 | Weight of package content/
. ' Macea cogepRiumMoro
; YOAKOBKH
4 | pH of aqueous suspension /
i pH BoaMOR cycnenznu
i 5 | Viscesity / BazkocTs
i
6 Related substancewa PoacTeennnie

Ketorolac 1-keto analogue /
1-xeToaHaNnor KETOpOnaKa

Below LOQ (LOQ = 0.020 %) / Hynke

Cogen a0 (8t

Result
Complies as prescribed /
CoorsercTayer

PezynbTaThi

508 /5081

&7

- -

7.799 poise / 7.799 nyas

npHmecH

0.02%

JITT1-Xe(001119)-(PT-RE)-110822

Specifieation / Hopma

The retention time of the sodium rnethyl
‘parghydroxybenzoate and sodium propy!
parahydroxybenzoate peak in  the
chromatogram of the sample preparation
corresponds to that in the chromatogram
of the standard preparation under assay /

BpeMena  yaepaupaits  OCHOBHLIX
MAKOS HA XPOMATOIPakMe HEHLITYEMOro
pacTsopa  JCMKHL  COUTBETCTEOBATH

OCHOBHBIX
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"
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In accordmg to BAEU Ph. or Rus. Ph. /

R COOTBETCTRHH C
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Between 5 and 12 poise /
O 5 no 12 nyas

ENut'rﬁore than 1.0 % /He Gonee 1,0 %

th more than 0.5 %fHe Gonee 0 5 %

Ketorolac I-hydroxy analogue / | npenena konMUYCCTBEHHOFO OBPEACHCHNR |

1-THAPOKCHAHANOT KETOPOIaKa

(ITKO = 0.020%)

[ RemarLs lhe Product conforms toND/

Upumeyanwe: Tpoaykr cooTsercrsyer Tpebosanuam HIT

! Cenelusmn APPROV ED /

Baxaodenne: ONOBPEHO

TpebonaHMAMY |

i

}

rc;iared by / Checked by / Approved by; Manager / Execu[ive /
i I'Ionremsne:m Ankit IIposepeno: | iuncsl Kumar Opnobpeno: Meremxep / Pynonoanicis
| Manoj Kumar s -
" L ?‘-'ii- .
Reprint Date / T "Reprint Date / | Reprint Date / -

L%

Jlata: 22.05.2023

Reg tercd Gﬁxce 8-7-337,

Tel:+91 404300 2

| Mara: 22.05.2023 ]

1sad -5
mail@drreddys.com

Road No. 3, Bnmara
3200, Fax: +91 40 48¢
CIN. LE5195AP1
wusdieedays,.com

,Tla*ra: 22.052023

Izlangana, India



Ce
Dr.Reddy’s Q:

-

Prodext/ : Ketorol
Mpor Ykt
Batch No /
epn sl Mo

Analy tlcal Report No/
Anan rngeckuii oTyer M
.Date of Manufacture /
Jara hpuispoacina
‘ {Analysis perfor med according to ND /

Ketapani,

Ne Test/ Ttoxazatent

Any single unidentificd
impurity’ Eaurignas
geIIcH TH I HpOBAH AR

LGDHMECH

Total impurities / Cymma
npuMeceti

gel for external use 2 %
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0
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7 Microbial limiis / Muupobnenurmiérmﬂ 4RCTOTA

Fotal acrobie microbial
count / Obuwee yucno
23pOBHEIX MUKPOOPTAHHAMOB
Total combined veast and molds
count / Obuiee 4ucno
NpOMAKEBRIX H FLTECHEBHX TpHbOB

Staphylococets auretis

Freudomonas aeriginesa

Less than 10 CFU/ g
Megee 10 KOFE/r

Less than 10 CFU/g /
Menee 10 KOE/T

TeTByer B 1r

Absentin 1 of Orcy
kS
Absentin 1

g/ Orcyrcrayers 1r

§ Assay / KonuuecTseHHOe Gnpeneenne;

Ethanol / 3Tanen

§I)1methy1 sulfoxide /
' DumeruncyasGoxkeun

t

100.2 %

100.4 %
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Specification / Hopma
Not more than 1.0 % / He Gonee 1,0 %

Not morc than 3.0 % / He 8oniee 3,0 %

100 CFU/g /
KOF/r

Not more than
He Gonee 100

Not more than 10 CFU/g /
He 6onee 10 KOEN

Should abzent in |
Should abeentin 1 g/ Gro

g OrcyreTeie 8 1
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NLT 85% and NMT 115% of the

labeled amount /
Or 85. ng0 115% oOr 3a9BNcHHCIO
KONHYECTRA

NLT 90% and NMT 110% of the
labeled amount / Ot 90 no 110 % or
33ABAEHHOTO KOJIMYeCTRa
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CERTIFICATE OF ANALYSIS
CEPTHUOUKAT AHAJIM3A
Paged of 4/Crp. 4 y3 4

Product/ : Ketorol ggflbr externaluse 2 %
Opoavkr Keropoa®, resis uis Hapy»HOro npimenedns 2 %

Batch No/ : V230364 Batch Quantity / : 19371.000units / i
Cepns Ne Pasvep cepun 15371000 enitsun {
Analyhcal Report No/ : 040001839685 “\Date of An&lysxs! T 22.05.2023
AHanuTHYeCKMH oTHeT No . Aa¥a aHaausn _ l
Date of Manufacture / ¢ May-2023 Date of Expiry/ : Apr-2025 |
Jdars npowsgoacTea _ I"onen o (Bka.) -

anabysis periormed ace mumg_ to ND/ ‘um m3 ﬂHUl.ani e ii,.. TN {uuli!' ) 1% I -RE r—i?ﬂb‘

Sodium methyl parabiydroxy- 99.9 % NLT 909% and NMT 110% of the
benzoate / MeTunnapa- labeled amount / Ot 90 10 110 % ot
THIpoKCHOEHIDAT HaTpUs 3AFBICHHONO KONHICCTBA

Sodium propyl parahydroxy- 08.3 % NLT 90% and NMT 110% of the
benzoate / Hponuinapa- labeled amount / Ot 90 no 110 % o
rHAPOKCUOEHIORT HATPHA 3AABTEHHOIG KONHYLSCTBA

Ketorolac tomethamine / | 1013 % NIT 90 % and NM1T 110 % of the
Ketoponawa spoMeramus labeled amount / O1 90 o 110 % o7

JaABNICHHOIG KOTHYECTEBA

9  Package/ ¥Ynakoeka (50 gin a larninated alummum tube equipped with tamper-evident membrane.

f 1 tube together with iostruction for medigal use (leaflet) in & carton. / [o 50 r

‘B TyGY 3 nAMMHKPOBAHHOTO 2MOMHHWA, CHaOmeHHyro MeMOpaHoid nns
KOHTposist wepuoro sckpuiTs, [lo 1 Tybe BMecTe ¢ HHCTpykuuef no
MEAHIUHCKOMY [IPHMEHEHHIO (JIHCTKOM-BKNALLIIIEM) B TA4KY KAPTOHHYIO.

API name / Hanmenosanue ADC: Ketorolac tromethamine / KeToponaka rpoMeTamus
INN / MHH: ‘ Ketorclac / Ketoponak o
API manufacturer batch number / ABPRHO10274 - -

H
i

Howmep cepuu npouzsoaurtean ADC:

"FP Manufacturer APL Batch number/ FEQA00039

'Homep cepuy cyGerannuu

npoussonuTens LJIM:

APl Manufactured by & country / D, Reddv's Laboratnries Lid. ndia 7 Bep Peouse Jagoparopie 1 e
Ilpauxnonwrws. AQ@C, crpana:

} “Remarks: The Product conforms to ND/ ) " " Conclusion : APPROVED ]

| Mpumeuanue: Tpoaykr comsercmyer tpeboranmam HYf - 3akneqenne; OJOBPEHO L
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