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Product/ : Kctorol gel for external use 2 %

INMpoaykT Netepon@, reab Ans HapyxHOIo Tpimededns 2 %

Batch No / : V220621 Batch Quantity / : 32,031.000units/
Cepus Ne - Pazmep cepun 32,031.000earnun
Analytical Report No / : 890001609053 Date of Analysis / 1 23082022
AHanHTHYeCKHit 0T4eT No B JJara anannsa

Date of Manufacture / D Aug-2022 ‘Date of Expiry / 1 July-2024

Hata npon3B0ACTBA o Togen no (Bru.)

Analysis performed according to ND / Ananus nposeaen no HJI: JIM-001080-160621 L

Ne Test / FokazaTens

Result / PesyabTartsi

1 -Déscriptiun / Onucanue

Homogeneous with characteristic
odor, semi-transparent gel /

; Specification / Hopma

| Homogeneous transparent or semi-
| transparent gel with characteristic odor /

, OnHoponuslfi nonynpo3payHblii resib l OnHoponHbI# NPO3payHeLi HAK
' C XapaxTepHbIM 3araxom.

(]

Ketorolac tromethamine /
| Keroponaka TpomeTaMuH

2b
benzoate and sodium propyl
parahydroxybenzoate /
MetunnaparuapoxcubeHzoar
HaTPHA ¥ NPOMNMINAPArHIPOKCH-
| 6ensoar HaTpus

Identification / NoanuxHOETE

‘ MONYNpPO3payHblii renk ¢ XapakTepHbM
| 3aMaxom.

m&ﬁﬁﬁéﬁs prescribed /
CooTsercTeyer

Complies as prescribed /
CoorseTcTBYET

The retention time of the main peak in the
chromatogram of the sample preparation
corresponds to that in the chromatogram
| of the standard preparation of ketorolac
tromethamine under assay / Bpems
YOEDXKHBAHMA OCHOBHOIO MHKAa Ha
XpOMATorpamMMe HCTbITYEMOro pacTeopa
| HOJOKHO ~ COOTBETCTBOBATE  BPEMEHH
YIOEDPKHBAHHMSA OCHOBHOTO MHKa Ha
| XpOMaTorpamMe pacTBopa CTaHOapTHOTO
obpaslia KeTOpoNaKa TDOMETAMUHA

| 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 /
BpemeHa  ynepKHBaHMS  OCHOBHBIX
| TMKOB HA XPOMATOIPAMME MCTIEITYEMOTO
|pacTeOpa  HOMKHBI  COOTBETCTBOBATH
BPEMEHAM  YINEPKMBAHMA  OCHOBHBIX
[IHKOB Ha XpOMaTOrpaMMe pacTBopa
CTaHAAPTHBIX obpazuos
:, MeTunnaparyapoxcubensoara 7
| IponHInaparaapoxcubenszoara.

f
[
|

Remarks : The Product conforms to ND /
INpumeuanue: [poaykT cooTseTcTBYET Tpebosanuam HJI

Conclusion : APPROVED /
3aknwyenne: OJXOBPEHO

\}vﬂ

Prepared by / Checked by /
TNoaroToBaeHo; IMpoeepeso:
Ramakant \ Pardeep Kumar /)

Approved by: Manager / Executive /
Onobpeno: Menemxkep / Pykosonutens
Manoj Kumar

hoe

Reprint Date /23.08.2022
JHara:

Reprint Date /23.08.2022
Jara:

Reprint Date /23.08.2022
Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email; mail@drreddys.com
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Product/ : Ketorol gel for external use 2 "4 www.drreddys.com

(MpoaykT Ketopoa®, renb s HapyaHore npusexctig 2 % - o

Batch No / : V220621 lBatch Quantity / : 32,031.000units /
Cepug e {Pazmep cepuu _32,031.000cnu1Hmu
Analytical Report No / : 890001609053 Date of Analysis / : 23.08.2022
AHanuTH4ecKHii oTyeT No Jata ananusa B i

Date of Manufacture / ¢ Aug-2022 ‘Date of Expiry / : July-2024 |
JlaTa npox3BoacTBa Coaen ao (Bicn.)

Analysis performed according to ND / Ananus nposenen no H: JITT-001080-160621

Ne Test / [Nokasatens Result / PesynbTaThi Specification / Hopma J
i 37'7”Average fill weigﬁfm-éc"éﬁ'- 30.5 g/305r In _acclzor'd_ifl_é- to Rus. Ph..Not less than '
CONEPKUMOTO YNAKOBKH 300 g [/ B cootBeTcTBMM ¢ |

|
TpedosaHuamM I'D PD. He menee 30,0 r |
| |
4 | pH of aqueous suspension / | 6.8 6.0-7.8/076,08078 ‘
pH Boanoii cycnensnn |

5 | Viscosity / BaskocTb " 6.562 poise / 6.562 mya3 Between 5 and 12 poise /
Ot 5 no 12 nya3

6 |Related substances / PogcTBennble coeHHeHHs ) =5
'Ketorolac 1-keto analogue / 0.03% Not more than 1.0 % /He 6onee 1,0 %
1-keToanaior keroponaka

Ketorolac 1-hydroxy analogue /  Less than LOQ (LOQ = 0.020%) / Ilwx¢  Not more than 0.5 % / He 6onee 0,5 % |

| 1-FHEPOKCH&H3JTO[‘ KeToponaKa npencaa KONHYCCTBCHHOIO ONpCACNeHHA

| (TTKO =0.020 %)

lAny single unidentified Less than LOQ (LOQ = 0.025%) / Huxe | Not more than 1.0 % / He 6onee 1,0 %

i impurity/ EnMHHuYHas npeaena KoTHYeCTBCHHOTO OTIpEAeNeHUs

| HEHIEHTHOHLIMPOBAHHAR (TKO =0.025 %)

| IpUMECh

' Total impurities / Cymma 0.03% Not more than 3.0 % / He Gosee 3,0 %

npumeceit ’
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ilpumeuaumne: ITpoaykr cooTBeTcTBYET TpeGOBaHMAM H]I 3aknwyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
INoaroTosieHo; A [TposepeHo: OnobpeHo: Menemkep / PykoBonuTens
Ramakant g \SJRU‘L Pardeep Kumar (i__’ Manoj Kumar ._f
/ — ; |}‘\n'! "‘_:_"_L__—-‘

Reprint Date /23.08.2022 Reprint Date /23.08.2022 Reprint Date /23.08.2022
JHara: Hara: JHara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4800 2999, Email: mall@drreddys.com
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[Product / Ketorol ge]”f(; external use 2 %, www.drreddys.com

MpoaywTt KeTopon®, reab 4a1 HapyAHOro NpuMeHenms 2 % - -

Batch No / ' V220621 Batch Quantity / : 32,031.000units/ |
Cepus Ne = . Pasmep cepun 32,031.000em1umy
Analytical Report No / : 890001609053 ;Date of Analysis / 1 23.08.2022
AnanuTuyeckmii oTqer Ne HNata anannsa

Date of Manufacture / * Aug-2022 Date of Expiry / : July-2024

Jata npou3soacrsa TlogeH no (BK.)

(Analysis performed according to ND / Auanus nposenes no HJL: JI1-001080-160621

7  Microbial limits / Mukpo8uosornyecxkan 4nucrora

Total aerobic microbial
count /  OOwee yucno
'aapoﬁ}tux
MHUKPOOPraHH3MOB

count / Obuiee yucno

IIPOMCKEBBIX M TIECHEBLIX |
|

rpubos |

Staphylococcus aureus

Pseudomonas aeruginosa

8 |Assay/ KonuuecTBenHOe onpeneneHue:

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

Total combined yeast and molds Less than 10 CFU/g /
Menee 10 KOE/r

' Absent in 1 g/ OtcyteTByeT B IT

Absent in 1 g/ OtcytcTByer B Ir

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

i Not more than 10 CFU/g /
He 6onee 10 KOE/r

l Should absent in 1 g/ OtcyTcTaue B I

‘ Should absent in 1 g/ OtcyTcTBle B Ir

| Ethanol / DTanon 95.9%

|

NLT 85% and NMT 115% of the
labeled amount of C>H¢O (ethanol) /
Or 85 no 115% oT 3asBieHHOro
konuuectBa CaHgO (3Taron)

Dimethyl sulfoxide / R I 100.3%

JumeTuncynbthokcun

NLT 90% and NMT 110% of the
labeled amount of C;HgOS (dimethyl
sulphoxide) / Ot 90 mo 110% ot
3a49BNEHHOr0  Konuuyectsa  ChHgOS
(aumeTuncynbgoKcHa)

| Sodium methyl parahydroxy- 100.2%

| benzoate / MeTunnapa-

NLT 90% and NMT 110% of the
‘Iabelcd amount of CgH7NaO; (sodium
methyl parahydroxybenzoate) / Ot 90 no i

| THAPOKCHOEH30aT HATPHA

r

110% or
CsH7NaOs
Benzoar HaTpus)

(MeTHNaparApOKCH-

3aABJICHHOIO0 KONMWYeCTBa

Remarks : The Product conforms to ND /
Mpnmeyamue: IpoaykT cooTBeTCTBYET Tpebosanuam H]L

Conclusion : APPROVED /
3axkmwuenue: OJOBPEHO

Prepared by / Checked by /

TloaroTosneHo: [Tposepeno:
Ramakant w Pardeep Kumar ﬁ

Approved by: Manager / Executive /
Onobpeno: Menemkep / PYKoOBOAMTETE

Manoj Kumar
bl

Reprint Date /23.08.2022
JHara:

Reprint Date /23.08.2022
Hata:

Reprint Date /23.08.2022
JlaTa:
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[Product/ : _Kctdrol_lzel for external use 2 %

Opoaykr  Keroposrd . ress 11 HapymHoOrQ npiverenng 2 % ) - - o
‘BatchNo/ : V220621 Batch Quantity / : 32 ,031.000units/ |
| Cepust Ne _ Paswep cepun ~32,031.000entH1
Analytical Report No / : 890001609053 Date of Analysis / : 23.08.2022

| AnanuTHucckuil oruet Ne |AaTa ananu3a P

Date of Manufacture / : Aug-2022 Date of Expury/ : July-2024

Jara npou3ssoacrea Jl"oncn 00 (BKJL)

Analysis performed according to ND / Asaans npoeenen no HIO: JITI-001080-160621

‘ ~ Sodium propyl parahydroxy- } 99.2% 'NLT 90% and NMT 110% of the|
benzoate / [Tponunnapa- labeled amount of CoH;NaQ; (sodium |
rUAPOKCHOEH30aT HATPUA propyl parahydroxybenzoate) / OT 90 ao |

[110 % oT 3a’ABNEHHOrO0 KOJMYecTBa |
‘ | C1oH 1 NaOs (mpornuanaparuapokcu-
‘ Oen3oar HaTpus)

Ketorolac tromethamine / 101.0% 'NLT 90 % and NMT 110 % of the
Ketoponaka TpomeTaMuH ‘ labeled amount of CioH24N>04
(Ketorolac tromethamine) / Ot 90 no
110 % orT 3asBiieHHOr0 KONUYECTRA
| C1oH24N206 (keToponaka TpoMeTamus) |

9 |Package/ ¥Ynakopka 30 g in a laminated aluminum tube 30 g or 50 g in a laminated alummum

equipped  with  tamper-evident tube equipped with tamper~ev1dent

imembrane. Each tube and a patient membrane. Each tube and a patient |

| information leaflet in a carton. / [To  information leaflet in a carton. / [To 30 r
[30 r B TY6Y M3 ﬂaMHHHpOBaHHOI‘O| win 50 1 B TYOy H3 NaMHHHPOBANHOTO |
| ANFOMHHHS, CHaGKeHNYIO | amOMMHUS, cHabkeHHY0 MeMGpaHoii
|MemMOpaHO# 1A KOHTPOMA MEepBOTO | LIS KOHTPOJA TIEPBOTO BCKPBITHS.

|

BeKpbITHA. Kaxayio Tyby BmecTe c | Kakmyro Ty6y BMECTE C HHCTpYKLmeH 1o
HHCTPYKUHEH N0 TPHUMEHEHHIO B | NPUMEHEHHIO B NA4Ky KAPTOHHYIO,
! | MTa4YKY KapTOHHYO. I
10 Eabelingm_éﬂkuposxa Complies as prescribed / " According to ND /
CooTeeTcTRYeT TpeGoBaHMAM 'B coorsetcTBHE ¢ HJJ
11 |Storage conditions / | Below 25 °C. Do not freeze, /
XpaHeHue ITpu Temneparype He Beiwe 25 °C. He 3amMopausaTs,
' 12 Shelf life / Cpok rognocTH '2years/2roma -
L
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IMpameyanne: [TponykT cooTReTCTBYET Tpebosanuam HJT 3akmoyenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[Moarotoenexo: \}ﬂ\ ITposepeHo: Onobpeno: Menemxep / Pykosoautens
Ramakant Pardeep Kumar Manoj Kumar i
g '32) a2
Reprint Date /23.08.2022 Reprint Date /23.08.2022 Reprint Date /23.08.2022
Hara: Hara: Jara:
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