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‘ﬁoduct_'f : Ketorol gel for external use 2 %% a
Mpoaykr Keropon®, rens jyif HAPY)RHOTO OPUMEHEHHA 2 %% R o

Batch No / 1 V230391 |Bateh Quantity / : 19341.000 units / !
{Cepun Ne e Passiep copmit ~ 19341.000 exnnu
Analytical Report No/ : 040001839989 Date of Analysis / : 22.05.2023
Anaurnyeckuii oTyer Ne S ~__ |fara ananuza o ) i
Date of Manufacture / May—2093 Date of Explry / : Apr-2025

JaTa npoH3BOACTBA Tonex 0o (BRI ) i

Analysis performed accordmg to I\D / Anaaus n anenen efleH 110 HBL JIT-Ne(iio L1195~ u f-:{l J110822

No Test / Nokazarens Result / PesynsTaTsl Specification / Hopma
1 Description / Onucanve Homogeneous semi-transparent gel ~ Homogeneous transparent or semi-
with characteristic odor / transparent gel with characteristic odor /-
Onroponnstii noynpo3padnbiif rens OIHOPOMHBIH MPO3padHbIN KIH
€ XapakTepHBbIM 3aNaxoM. [OAYNpo3pauHslil reNlb ¢ XapakTepHbIM
| 32MAXOM.

2 Identification / UnenTudurauns o o
2a | Ketorolac tromethamine / Complies as prescribed / The retention time of the main peak in the
KeToponaka TpoMeTaMHH | CoOTBETCTBYET chromatogram of the sample preparation |
corresponds to that in the chromatogram
of the standard preparation of ketorolac
tromethamine under assay / Bpewma
YIEPXMBAHHA OCHOBHOrO nMKa Ha
XpOMATOrpamMMe MCIIBITYEMOTO PacTBOpa
JOJNKHO  COOTBETCTBOBATH — BPEMEHH .
YISpKHUBAHKMA OCHOBHOMO [HKA Ha
XPOMATOTPaMME PacTBOpa CTAHNAPTHOIO
ofpa3sua KeToposaka TPOMEeTaMiHa

Remarks : The Product conforms to ND / Conclusion : APPROVED / i
Tpumeuanne; JIpoAyKT COOTBETCTBYET vpeiunaltint HIL Zaxnrouenne: OQOBPEHO i
Prepared by / g Checked by/ Approved by: Manager / Executive /
[Monrorosneno: Ankit ‘A [Npogepeno: Himesh Kumar Onobpeno: Menemxep / Pyroromnivah

| B oo Manoj Kumar

¥

Reprint Date / Reprint Date / Reprint Date /
| Mara: 22.05.2023 1 Hara: 22.05.2023 _ i Jara: 22.05.2023 _
T : Office: 6-2-337, Roa. No. 3, Eanjara ] "\ -rabad - 500034, Telangana, India )

Tel; +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www,drreddys.com
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Product / Ketorol gel for external use 2 %

IMpoaykr Keropon®, refib 15 HapyxHoro npimenenus 2 % i
Batch No/ V230391 " "Batch Quantity / 19341.000 units /
Cepnst No i _ Pasmep cepun 19341.000 eammig
Anaiytlcal Report No / : 040001839989 Date of Analysis / : 22.05.2023
(AuanuTHyeckui oruer Ne - Jara ananusa

Date of Manufacture / May-20’)3 Date of Expiry / ¢ Apr-2025

Nara npamsoucﬂaa

No Test / [TokazaTens Result / PesynsTaTh!

Complies as prescribed /
CooTeeTcTRYET

2b  Sodium methyl parahydroxy-
benzoate and sodium propyl
E parahydroxybenzoate /
MeTHanaparuapokcudeH30ar
HATPWS B NpONUANaparHApOKCH-
6enzoaT HaTpuA

3 Weight of package content/ = 50.6g/506T
Macca copepsKHMOro

YNaKOBKH |

4 pH of aqueous suspensmn on/ | " 638
pH BOJHO# CycneH3Hi

5  Viscosity / Bs3KoCTb

6 Related substances / POHCTBEHHLIS npuMecH
Ketorolac 1-keto analogue /

1-ketoaxanor Ketoponaka
(ITKO = 0.020%)

Ketorolac 1-hydroxy analogue /
§ 1-riPOKCHAHATOr KETOPOJaKa |

(TIKO = 0.020%)

|" 7.481poise/7.481 myas

Below LOQ (LOQ = 0.020 %) / Huxe
HpCHena KONHYECTBEHHOTO ONPEASICHUS

I"u,uen Ao (BKJI. ) ) 1

Specification / Hopma

' The retention time of the sodium methyl
' parahydroxybenzoate and sodium propyl
parahydroxybenzoate peak in the
chromatogram of the sample preparation
corresponds to that in the chromatogram
of the standard preparation under assay /-
Bpemena  yHepKHBaBMA  OCHOBHBIX
MHKOB Ha XPOMATOTPaMMe HCTILITYEMOro
pacTBopa JOJIKHBl  COOTBETCTBOBATHL
BpEMEHAM  YLEPXMBAHHA  OCHOBHBIX
NMKOB Ha XpOMATOIPAMME pacTBOpa
| CTAaHIAPTHRIX 0bpasuoB |
meTuanaparsapokcubensoara %
! nponunnaparnApokcubensoara.

[In according to EAEU Ph. or Rus. Ph. /
B coOTBeTCTBHH €  TpeBOBaMHAMH
DEASC miu 'O PO.

6.0-7.8/016,0 1078

Between 5 and 12 poise /
Ot 5 po 12 nyas

i Below LOQ (LOQ = 0.020 %) / Huxe !
npcaoena KOJHYSCTBEHHOTO Dl'ipﬁﬂttJILHHH

Not more than 1.0 % /He Gonee 1,0%

Not more than 0.5 % / He Gonee 0,5 %
i

Remarks : The Product conforms to ND /
[pumeuanue: [IPOAYKT COOTBETCTBYET TPEOOBAHHAM HJ
Prepared by / Checked by /
[MogrotosneHo: Ankit Mporepeto;, Himesh Kumar

Conclusion : APPROV%D /

3arnrwyenue: QAOBPEHO

Approved by: Manager / Executive /
Onobpeno: Menemxep / P\ KOBOIHTE Th
Manoj Kumar

Reprint Date /
Hara: 22.05.2023

Reprint Date /
Hata: 22.05.2023

Registered Office: 8-2-337, Road No. 3 3, Bamara Hilla,

yderﬂbad 500034, T:.!ang‘an'-a India

Reprint Date /
| Jlara: 22.05.2023

Tel: +91 40 4900 2900, Fax: +91 40 4800 2998, Email: mail@drreddys.com
CIN: L85195AP1934PLC0O04507
worwdrraddys.com
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[Product/ = Ketorol g gel for externaluse 2 %

;ﬂpouyxr Ketopon®. rens mns HapyXHOro nphMeteHss 2 % )
‘BatchNo/ 1 V230391 Batch Quantity / : 19341.000 units /
:CCQHH Ne . R Pasniep cepin 19341.000 enmunu.
Analytical Report No / + 040001839989 Date of Analysis / : 22.05.2023
AnanuTHyeckuii oTdeT No {Mara anannsa e

Date of Manufacture / : May-2023 Date of Expiry / ¢ Apr-2025

Jara npon3soncTsa

Test / Tloxa3zarens

Ne Result / Pesynsrarnl
' ’ ;A"Lr]y single unidentified 0.04%
impurity/ EquHry Has
HeuaeHTHdHLIUpOBAHHAs
npuMeck
Total impurities / CymmMa 0.04 %

npumMecei

Toaen no (sxu.)
Analysis performed according to ND / Ananns AposeieH no H)], JITI-Ne(001 Ne(001119)-(PT ~RU)~110822

Specification / Hopma
Not more than 1.0 % / He 6onee 1,0 %

Not more than 3.0 % / He 6onee 3,0 %

7 Microbial limits / MukpoGuonoruyeckas YHcToTa
i Total aerobic microbial

count / Obwee yucno

23p06HBIX MHKPOOPTaHH3MOB

Total combined yeast and molds

count / O6wee 44cno

TPONOKEBBIX W MIECHEBBIX IpUbOB

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

Menee 10 KOE/r

Stapliylococcus aureus
Pseudonionas aeruginosa

8  Assay/KonuuecTBenHoe onpexeieHue:

Less than 10 CFU/g /

Absentin 1 g/ OtcyTeTeyer B 1r
Absent in 1 g/ Orcytersyer B Ir

Not more than 100 CFU/g / |
He 6onee 100 KOE/r

‘Not more than 10 CFU/g /
He donee 10 KOE/r

Should absent in 1 g/ OtcyTcTBHE B 1T

Should absent in 1 g/ OrcyrcTsre B 1T

-

| Ethanol / DTanon 986% NLT 85% and NMT 115% of the
! labeled amount /
; Or 85 po 115% OT 3asBIEHHOTO
: | KOIHYeCTBa i
Dimethyl sulfoxide / o 100.1%  NLT 90% and NMT 110% of the
| IUMeTHICY b QOKCHNA labeled amount / Or 90 no 110 % ot/
3a5BNEHHOrO KONM4ECcTBa
"Remarks : The Product conforms to ND/ “Conclusion : API’ROVE'DHI — ]
T pumeuanue: [ponvkr coorercTByeT Tpebopannam HJI 3armwuenne: ONOBPEHO .
Prepared by / Checked by / Approved by: Manager / Executive /
IMoaroroeneno: Ankit Hposepem" Himesh Kumar OnoGpeno: Meregmep / Pyrose 115,
78 e Manoj Kumar "
hReprint Date / Reprint Date / Reprint Date / o
Hara: 22.05.2023 Hara: 22.05.2023 Ja1a. 22.05. 2023 .

Reglstered Off:ce 8-2-337, Road No. 3, Ban}dra HI!L, Hyderabad - 500034, Telané,ma india

Tel: +91 40 4300 2900, Fax: +81 40 4200 2999, Email: maii@drreddyz.com
CIM: LES195AP1334PLCO04507
www.direddys.com
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Product/ : Ketorol gel for external use 2 %

l;pn;x) gr  Borepod s redh AR HApY st IPIIeHCAA 2% s s - o
Batch No/ : V230391 "~ TBatch Quantity/ . 19341.000 units /
Cepua Ne L ‘ Paamep cepuu 19341.000 00 enntnn
Analytical Report No/ : 040001839989 " |Date of Analysm/ " 22.05.2023

.Aﬂanmﬂqecmm oryer Ne JlaTa ananusa

Date of Manufacture / 1 May-2023 'Date of Expiry /

JLATa HpoOHIBOICTIA TCopen po (BKA.) . s

! '\ndi'i\l‘i performed th (am,_ to Nﬁn;’nAHﬂJIHS\ puseten no ML JIFI-Net(0 111%(11 -RU)-110822 o

. Apr-2025

NLT 90% and NMT 110% of the
fabeled amount / Ot 90 no 110 %% ot
_3aﬂBﬂ€HHOT‘D KOJIMUECTRA

" NLT 90% and NMT 110% of the
labeled amount / Ot 90 mo 110 % ot
3a4BJICHHOrO KOoJHyecTa

Sodium methyl pai’ahydroxy— B T 1004%
benzoate / MeTunnapa-
rHAPOKCHOEH30AT HATPHA

Sodium propyl parahydroxy— T 97.9 %
! t benzoate / Tlponunnapa-
rUApoKcHOER304T HaTPHA

Ketorolac tromethamine / T 015% NLT 90 % and NMT 110 % of the
labeled amount /OT 90 no 110 % or

Ketoponaka TpOMETEMMH
 3afBAEGHHOr0 KOJNHUECTRa

9  Package/ Ymakoska 50 g in a laminated aluminum tube equipped with tamper-evident membrane.
1 tube together with instruction for medical use (leaflet) in a carton. / I1o 50 .
# TyGy M3 NaMHHUPOBAHHOIO WIIOMHHMA, CHaGXeHHYI0 MeMOpaHOM muii
KOHTpona TiepBoro BekpsirA. ITo 1 Tybe BMecTe ¢ MHCTpyKUueH fo
MEIHUMHCKOMY NPEMEHEHUIO (JIMCTKOM-BKIAALILIEM) B IAYKY KAPTOHHYIO.

API name / Haumenosauue AOC: | Ketorolac tromethamine / Kemponam 1 pomeraM UH
INN / MHH: o " Ketorolac/ KeToponaK T o o )
'API manufacturer batch number /  ABPH010274

Homep cepau npoussogurens ADC:

FP Manufacturer AP1 Batch number / FEQA00039
Homep cepuu cyGcTaHinm
npoussoguTens I'JId: i

API Manufactured by & counﬁ'y“[ Dr. Reddy's Laboratories Ltd. ,India/ fA-p Pemnw’c Ha6opampm Jtn., Unpus
Npoussopurens ADC, cTpana: ‘

H Remarks : The Product conforms to ND / Congclusion : APPROVED /
| Npumeuanue: [IpoAyKT COOTBETCTBYET rpeboparuam HIT 3axmwouenne: OJOBPEHO
h Prcparcd by / Checked by / Approved by: Manager / Executive /
| Monrorosneno: Ankit — / INpoeepeto: Himesh Kumar Onobpero: Menemxep / PykooanTtens
_ Y - 1 . ‘ Manoj Kumar .
Reprint Date / Reprint Date / Reprint Date /
Hara: 22.05.2023 Hara: 22.05.2 2023 Jara: 22.05.2023 .

Registered Offl:e R-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, le'anguna india
Tel: 91 40 4800 2900, Fax: +91 40 4200 2999, Emall: mail@drreddys.com
CIN; L85195AP19584PLCOD4507
wenvdrreaoys com



